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THURSDAY, JANUARY 10, 1952 


House or RepreEsENTATIVES, 
Sececr CoMMITTEE To INVESTIGATE THE Us} 
or CHEMICALS IN Foops AND CosMETIcs, 


New York, N.Y. 


The select committee met (pursuant to H. Res. 74 and H. Res. 447, 
89d Cong., Ist sess.; continuing the investigation and study begun 
under authority of H 


room 128. United States Courthouse. New York. N. Y.. Hon. James 


Res. 323. Sist Cong.. 2d sess.), at 10: 10 a. m., in 


di Delaney, chairman, presiding. 

Present : Represe ntatives Delaney of New York, Abernethy of Mis 
sissippi, Hedrick of West Virginia, Jones of Missouri, and McDon 
ough of California 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel, 

The Cuatrman. The committee will be in order. 

Gentlemen, it is a privilege and a pleasure for me, a native New 
Yorker, to welcome you to our great city. I trust that your stay may 
be an enjoyable one, an informative one, and an interesting one. 

The subject to be taken up today, in furtherance of the select com- 
mittee’s investigation into the use of chemicals in food products, is 
the matter of cosmetics and their effect upon human health. A num- 
ber of both industry and medical experts have been requested to 
appear, and we will start our proceeding without further delay. 

Call your first witness. 

Mr. Kuerrecp. Dr. Sulzberger. 

The Cuairman. Your name, sir, and address ? 

Dr. Suuzpercer. Marion B. Sulzberger. My office address is 999 
Fifth Avenue, New York City. 

(The oath was administered by the chairman.) 

The CuarrMan. You may proceed, Mr. Kleinfeld. 


TESTIMONY OF MARION B. SULZBERGER, M. D., NEW YORK CITY 


Mr. Kuerre.p. Dr. Sulzberger, from what school did you get your 
medical degree? 

Dr. Sutzpercey The University of Zurich, Switzerland. 

Mr. Kiernrevp. In what year? 

Dr. Sutzpercer. Nineteen twenty-six. 

Mr. Kiernretp. Are you a fellow of the American Medical Asso- 
ciation ? 

Dr. Sutzpercer. I am, 

Mr. Kuernretp. How long have you practiced medicine, Doctor ? 

Dr. Sutzpercer. Since 1929. 
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Mr. Kierreip. And how long have you specialized in the field of 
dermatology ¢ 

Dr. Sutzpercer. Since 1926. 

Mr. Kuernrevp. Are you a professor of dermatology and syphilol- 
ogy at New York University, Bellevue Medical Center? 

Dr. Sutzpercer. New York University Postgraduate Medical 
School, which is part of that center. 

Mr. Kiernreip. Of what societies are you a member ? 

Dr. Sutzpercer. The American Dermatological Association, the So- 
ciety for Investigative Dermatology, the Academy of Allergy, numer- 
ous others—including many foreign societies. I am an honorary 
member of British, many European, Australian, South American, and 
other foreign societies. 

Mr. Kuernreip. Have you contributed papers in the field of der- 
matology to the professional publications? 

Dr. Sutzpercer. I have. 

Mr. Kurtyretp. About how many papers, would you say? 

Dr. Sutznercer, Over 200; about 250, perhaps. 

Mr. Kiernretp. All in the field of dermatology ? 

Dr. Sutzpercer. All in the field of dermatology, syphilology, and 
related subjects in medicine. 

Mr. Kiernretp. And you are now practicing dermatology ? 

Dr. Sutzpercer. I am. 

Mr. Kiervrecp. Will you please read your statement, Doctor. 

Dr. Sunznercer. I would first like to say, like Congressman Delaney, 
I am very happy to be here, being a native New Yorker also. 

Mr. Kieimnrecp. We thank you for coming. 

Dr. Sutzpercer. Being neither a Beg. vege nor a lawyer, my state- 
ments are made without any pretense as to special knowledge concern- 
ing the ee icy of existing le wicked ition nor concerning the writing or 
enforcing of laws in general, My apeeene of opinion are based 
purely on clinical experience as a specialist in skin diseases and as 
one who has had particular interest in the investigation of allergic 
rmatoses and the possible beneficial and pos ible harmful effects of 
various cosmett 


1. The first question I think I should discuss is: What number of 


t 
1 


untoward effect should be 7 permitted ; that is, what degree of tolerance 
Ol} o}yt a law oO! cosmeti Ss mc lude ith regard to poss! ble ine idence of 

The ibove question | predic ited Wupon the incontrovertible fact 
that there is probably no agent which can be used with enpunity by 
each and every human being: and that every cosmetic or other agent to 
whi h the hum: in skin ise xposed hi is the pote n itial capac ity for creat- 
ing harmful effects in some of the almost infinitely large number of 
conceivable users. To paraphrase Lincoln’s famous words: When it 
comes to cosmetic damage you can protect some of the people all of 
the time: you can protect all of the peop le some of the time: but you 
ean't prot ect all of the pe op] 1@ al 1] of th 1e | ime. It is the refore esse nti: il 
to mi ale provision for a possible and allowable incidence of harmful 
effe as otherwise every preparation woul 1 have to be banned. 

He sre one is faced with the first of a series of major difficulties in 
seeking to protect the public. It is certainly not possible for any 
agreement to be reached regarding a general over-all figure of per- 
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missible incidence of harmful effects for all and any cosmetics. 
Should 1 case of damage in 5.000 users or 1 in 10.000 or 1 in 100.000 
or only one in a million or hundred million users be tol rated ? The 
answer to questions of this sort must depend entirely upon such cir- 


cumstances as the type and severity of damage, the duration of the 


damage, the ec rrect ibil t\ ot thie damage, the seriousne s. the perma- 
nence, or evanescence of the chai ges consequel tL or seco! cl ry to the 
damage, et cetera, 

The de ( Lu e O1 icl iocdify hg r bro rhit 
out eariyvy Whe ( ders, 1 exam} r i the 
po bilitv of 1] { ery oUt use l eJ ist ya d 
(| heurement ot te every wae. - } rs) i | 
case of ephe or 1 case of a tt y-lik 
LItTIS In every » { { 

My conclusio! therefore it cle of d Tu h 

‘ld be toler fir riven cosmetic preparation must be decided 
neach particulal r th cue msideration for t] yn eos 
met Ol iss OT « ind its spe fi CV] Ol L « ! ort nd 
that é ral fig e ol er-al ( b 1 Vv lay 
or regu t ' t I 0 ill kk ) I l oft 
dat acre 

‘| ] ( Liles { | | ; 
pos e t | | lL 
order to ¢ iict I ! of o p 


in possibly fortell with any factory degre 
potential damag ’ urat 
int? | | wave , W 
( | by “in to ‘ 
( ( ] | | i 
l iv ot l ( \ > CErL\ l ! j } 

P A : 

ble also fe ving of a new fa Y \ | 
everal tim ra \ ] ’ ne? 

eq lly é Ving al ish aye 
used on the a vg 1 ¢ e weekly but may f olt rel » Lhe 
eyes How co ( iblyv esta h te s equally table for 
issa ying tlie | inmmage of et l i hair se Ol LVé 
etting I ons i\ by Lp} ‘ oO { \ ek \ pel he ive 
lotions which ma ed twice or thrice a year: nail lacquers which 
ire applied mainly to the hard nail-plates; and cold creams and lubri- 
cating creams Ww re rubbed o the softest parts of the skin? 
Or how can it be ex] ed that the same kinds of tests should be ade 
quate to estimate potential damage from a material which is applied 
everal times ly by the iInexpel enced individual user a la miuate- 
rial which is applied only occasionally by trained hands in a reg! 
tered by uty p rlor ? \Nloreover. how could the same sorts of tests 
be expected to indicate potential acute damage—which can occur 
within a few minutes, hours, or days after use—and also to indicate 
potential chronic damage or long-delayed ill effects which may appeat 


ol ly many years ifter the last exposure or ol ly afte repeated al d 


co?! tinued use over A long period ot vears 
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Or is it conceivable that any batteries of tests could be specified 
which would be equally adequate to disclose the possible incidence of 
temporary local contact dermatitis, of scarring, of photosensitization, 
of blinding, of cancer production, of absorption and kidney or liver 
damage—to name but ans of the various forms of damage which 
have been known to result from various applications to the human 
skin. I have here mentioned only a few of the facts which show that 
when one speaks of “testing cosmetics”, one is speaking of testing a 
tremendous number of widely diverse agents, differing from one an- 
other in their purposes of use; sites of applications; manners, num- 
bers, quantities and intervals of exposures; and in their types, kinds, 
degrees and severities, permanence and transience of potential ill 
effects. 

It is therefore my conclusion that no law or regulation can specify 
in general the types of preliminary testing to which each new cos- 
metic should be subjected ; but that each newly introduced preparation 
must be subjected to tests specially designed by experts and considered 
adequate for that particular agent, its constituents and ingredients, 
its intended manner of use and its estimated, a priori, potentialities 
for producing specified and particular kinds of harmful effects. 

Despite this obvious necessity for particularization in testing, I 
believe that some general principles can perhaps be formulated for 
testing new cosmetics intended for use upon the human skin and its 
uppendages. Among the tests based on these general principles one 
should in each instance consider the inclusion of the following: 

(a) Tests for primary irritancy in which the new material X is 
compared with several widely sold, well-established cosmetics which 
have been in general use for the same or similar purposes. The tests 
are carried out by applying the new agent X toa site on the skin of an 
adequate number of volunteers who are simultaneously exposed in 
other skin sites and in similar fashion to applications of the old es- 
tablished analagous cosmetics A, B, and C, for example. In this man- 
ner a ratio of primary irritancy of X to A, X to B, and X to C can be 
ascertained. If these ratios of irritancy equal one or less than one it 
can be inferred that the new material probably has no more primary 
irritancy than the old established cosmetics sold to the public for 
similar purposes 

(4) In similar fashion to (a), the sensitizing capacity of X should 
be compared with that of old established preparations having similar 
cosmetic uses. This can be done first by ascertaining the relative 
sensitizing potentials by application to guinea pigs’ skins; and then 
by ascertaining relative sensitizing Pca in experimental sensi- 
tizations in human volunteers—establishment of the “sensitizing in- 
dex.” 

(ce) In order to rule out systemic toxicity through absorption, et 
cetera, of materials applied to the human skin, toxicity experiments 
of classic type should be performed on suitable laboratory animals by 
injection, ingestion, inhalation, inunction, inoculation, et cetera, of 
the new produc t under consideration. 

(d) Even when all of the above tests have indicated the relative 
safety of the new product in comparison with old established ones, 
whenever the formula or ingredients suggest that the new product 
constitutes a radical departure from old preparations and represents 
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an indubitable new risk, the sale of the new product should at first be 
restricted to selected communities on a trial basis. ‘This trial should 
be sufficiently long and the numbers of users sufficiently great to per- 
mit at least a fair estimation of potential acute damage when the 
product } employed under conditions of its intended use in very much 
larger numbers of users. Such a preliminary trial in restricted num 
bers of communities would have not only the public health advantage 
of preventing the unfortunate precipitate release of a damaging prod 
uct to an unlimited population of consumers, but would also be ad 
vantageous to the introducers of new products by limiting the costs 
and financial damages resulting from their inadvertent introduction 
of a harmful agent as well as limiting the degree of damage to their 
reputations. 

3. Registry and identification of all new cosmetics and their ingre 
dients: I believe that the above statement r presents something which 
a law could well demand. When one considers the hundreds of mil 
lions of users of cosmetics of all kinds, the untold billions of applica 
tions of these agents to the human hair, skin, eyes, lips, and orifices in 
general, it appears to me that the public welfare requires that the 
exact formulae and the common accepted names of the ingredients of 
these materials be submitted to a central gvovel nmental agency. This 
agency would then have the information available and accessible to 
all those with legitimate interests—for example, to physicians in 
terested in studying cases of potential or proven damage, to con- 
sumers who know of their hypersensitivity to certain ingredients of 
cosmetics, et cetera. 1 believe that a “new cosmetic application” 
should be required, much like the required “new drug application.” 
but that the gyovernmel tal agency enforcing the law should make the 
decision as to whether any formula submitted really constitutes a 
newly introduced agent or combination—or simply a minor modifica- 
tion or duplication of an old cosmetic formula. When, after careful 
study, a cosmetic formula is adjudged to be new, suitable tests should 
be required along the lines specified under 2, and with due considera- 
tion of the manner of use, quantity to be applied, intervals between 
applications, sites of intended and of probable accidental exposure, 
and with due regard for the particular kinds of potential acute or 
chronic damage which might be expected on the basis of what is 
known concerning the immunobiologic and toxicologic properties of 
the particular preparation and of each of its ingredients. 

t+. Number of untoward effects to be tolerated under the law: In 
reverting to the topic I first discussed under section 1, I do so in 
order to call attention to the fact that once it can be decided that the 
material or the expected damage is such as to make a certain incidence 
of possible untoward effects permissible or tolerable under the law, 
this will indicate the numbers of tests which must be applied in order 
to ascertain with a specified percentage of probability the number of 
untoward effects to be expected in a population of a given size. The 
following tables indicate the numbers of tests required under each 
particular set of statistical and numerical conditions: 
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Dr. Su_zpercer. Mr. Kleinfeld, I don’t think I can read these 
tables, but if ] may, I would like to just read one group of figures 
that is pertinent from what I have seen in previous testimony before 
the committee. 

Mr. Kieinrevp. Go right ahead, Doctor. 

Dr Suvzpercer. One hears a great deal about the witching figure 
of 200 pat h tests, or ZOO tests which are to be appli d befe rehand. In 
the purely statist | and numerical comptlation which was compiled 
by Henderson and Riley you find that lf oOhe takes a random s imple 


of 200 perso i sample whicl representative of a given popula 
tion if one finds that there is no reaction to a gviveh test (winch 
duplicates the conditions of exposur to be expected in the popula 
tion at large) i there are no reactions in the 200 of the s ihipre, one 
has a} percent likelihood—that the reaction in the population at large 
will not be over 1.5 percent. In other words, that 31% percent out 
of a total population, 114 person out of every hun lred, or 3 persons 
out of every ZUU, Phat is all one can Say when these tests are all nega 


tive in the sample of 200—there is a 95 percent likelihood 
{eee at large no more than 3 people in every 200 will be damaged 
} 


; 


y that substance applhed In that manne which, Of course, 1S a 


tremendously mngh percentage ot damage to be « Xp ted, eve 
they are all negative, these 200 sampling tests. 

The Cuamman. Is that what is commonly known asa pat test / 

Dr. Sunzpercer. Yes. This would ipply to any form of testing. 
This would apy even if you would-pull 200 balis, let’s sav. out of . 
glas fish bow] own to contain both black and whité ba Is, as in 
drawing lots. If in your first 200 balls vou pulled out only fin 
the first 200 you pulled out none of the black ones but only whit 
ones——then \ uld say with 95 percent obability that t! ow]! 
qidn t cont } »} pa 
but it wo pDpiv to the numbe in i t ror put 
testing, as well 

Mr. McDonou in. In other words, are you saying the patch t ting 
Nhe ve enoug 1 respect to e aa tie 
CO \ ad ; 

Dr. Sutzpercer. The numbers are very j1 dequate for that purpo 

Mr. McDonoven. What would you recommend to make it more a 
curate and mort omprehe ay 

Dr. Sutzpercer. Well. of course. the greater the sample vou test. 
the more mu rate you become, ven t at never suth es. . Phat 
why I have included in t] 5 prepared statement, the fact that I advo 


cate usage tests or field trials, and many additional things which must 

be done. But I just want to point out at this point—I want to em- 

phasize at this point that the number 200 is not magie: and that even 

when all tests are negative in that sample of 200, all one can sav is 

that the probab t\ : that the population will iot be damaged lnk 
+. ~ . 


more than percent ot users, Phat 1s all you co ild ae rive Col 


clude from that s imple. Ao d that Is assuming that the cor ditions ol 


? 
the tests were ¢ xactly the same as the conditions of use—whi h, of 


course, they hever are, 
o Summary and Inferences: In closing. T believe that the above 


statements make it unfortunately clear that no law and no regulation 
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under the law can be expected to do more than demand two things: 
First, that a registry be kept of the ingredients of each cosmetic prep- 
aration, that the exact formulae and pertinent information on each 
cosmetic preparation be submitted and recorded; and second, that 
the manufacturers and introducers of new preparations be required 
to submit the records of preliminary tests and trials which must be 
particularized in each instance according to the cireumstances ap- 
plicable to the particular preparation and the potential damages which 
might be expected from its constitution and properties and under its 
conditions of use. 

Since there are so many variables in these circumstances and condi- 
tions, it is easy to understand why there are so many differences of 
opinion among experts, skin specialists, and others, as to just how 
cosmetics should be tested and just how many tests of each kind should 
be performed and required. Obviously, one expert may be thinking 
of tests adequate for a face powder, another of tests suitable for assay- 
ing irritancy or sensitization from a hair dye, a third of preliminary 
testing suitable for “hormone creams,” et cetera, In my judgment, 
most of the expert opinions I have read or heard have been correct 
when considered in alee to a particular kind of cosmetic and a par- 
ticular class of potential damages—but none has been correct for, or 
applicable to, all the vast diversity of kinds of cosmetic preparations 
and the almost unlimited varieties and often unpredictable sorts of 
potential damage. 

If the public is to be protected from most of these, there must be 
provisions for particularization, individualization, and flexibility of 
screening tests devised by competent experts; as well as the submission 
and registry of the complete information on each and every cosmetic 
and its ingredients. 

Thank you. 

The CuatrmMan. Mr. Kleinfeld. 

Mr. Kiersreip. Dr. Sulzberger, in your statement you discuss var- 
ious tests. I am talking about the paragraph entitled “Is it possible 
to specify what tests should be carried out beforehand ?”, and so on. 
It is the second major heading of your statement. 

Dr. Sutzpercer. I see. 

Mr. Kiermnrecp, And you say this: 

When one devises tests which may be applicable, for example, to the assaying 
of a new lipstick, one cannot expect the same tests to be applicable also for the 
assaying of a new face powder which is applied several times daily but is inevi- 
tably inbaled; nor can the same tests be equally useful in assaying an eyelash 
dive or a shampoo which is used on the average of once weekly but may then 
often get into the eyes. 

In ptitting out a shampoo preparation, would you recommend that 
the manufacturer of the shampoo first test the shampoo in an animal's 
eyes! 

Dr. Suuzsercer. I must confess that before I knew about certain 
incidents—incidents which I think have recently come to the attention 
of everyone here now—lI don’t know whether it would have occurred 
to me to advise the manufacturer to put a shampoo into the eye. It 
certainly should have, because if we thought for a moment we should 
resaiize that persons shampooing their hair—even I, when shampooing 
my few hairs—might get some of the shampoo into my eyes. Think 
how much more likely for all the gentlemen I see before me to vet 
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shampoo into their eyes, and a lady with longer hair to get it into 
her eyes. I have never been consulted by a manuf: wturer ‘regarding 
the pretesting of shampoos; and I don’t know whether I would have 
thought of advising a test by inoculation or exposure of the eyes of 
exper rimental animals. 

Mr. Kuerrecp. And it would be even more likely, if the shampoo 
were used for children, would it not ¢ 

Dr. Sutzpercer. I suppose so, if they shampoo themselves. 

Mr. Kuiernrevp. In the paragraph following that which I just read, 
you Say: 

Or is it conceivable that any batteries of tests could be specified which would 
be equally adequate to disclose the possible incidence of temporary local contact 
dermatitis, of scarring, of photosensitization, of blinding, of cancer production, 
of absorption and kidney or liver damage—to name but some of the various 
forms of damage which have been known to result from various applications to 
the human skin. 


Do I gather correctly from what you say, Doctor, that some of the 
damage, in your experience, has been perhaps minor in character and 
some has been rather serious ¢ 

Dr. Suuzpercer. From my own experience and from what I know 
from reading and hearing about the experience of others, I would say 
that all of the things which I have specified here have been observed 
by me or reported to me on good authority and are established. 

Mr. Kieinre.p. So that the problem is a rather serious one; is it 
not / 

Dr. Sutzpercer. It can be very serious. I would say that the milder 
forms of damage are by far the most common, but the serious ones, 
although rare, do occur. 

Mr. Kuemrevp. Dr. Sulzberger, you speak in your statement of 
certain types of test ing. You Say: 

I believe that some general principles can perhaps be formulated for testing 
new cosmetics intended for use upon the human skin and its appendages, 

Do you believe that it is necessary, for the protection of the public, 
that tests of that general character be carried out / 

Dr. Sutzpercer. | think so; ves, for new preparations. 

Mr. Kurinrecp. And what may occur if those tests or similar tests 
are not carried out for new preparations / 

Dr, Sutzpercer. Well, if no pretesting was done on new prepara- 
tions, some of them would surely cause damage to human beings that 
could have been prevented by preliminary testing. No preliminary 
testing will insure with absolute certainty that there will be no damage 
to any user whatsoever, but the incidence of damage to users can be 
reduced by proper preliminary testing. Does that answer your 
question { 

Mr. Kurinreip. Yes. 

+ pose a manufacturer is putting out a cosmetic preparation which 
has been used for some time, and a change is made in the formula. 
Mieh it that present a new problem, requiring new testing, new experi 
mental work ? ; 

Dr. Suuzpercer. Yes. 

Dr. Krernretp. Who is going to judge whether the pateh tests. and 
use tests, and all the experimental work are adequate conclude that 
the product is safe? Are vou going to leave that to the judgment of 
each particular cosmetic manufacturer or distributor / 
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Dr. Sunznercer. That, of course, is one of the most difficult ques- 
tions to answer. It has so many facets. There is a legal aspect to it, 
there is an enforcement aspect to it, and the question of authority, 
which is very difficult,to weigh in answering that question, What au- 
thority has a State or the United States in regard to such require 
ments? There are all kinds of things in connection with this ques 
tion which go way beyond my own knowledge and my capacity to 
answer properly. 

But I would say that I think this problem in relation to new cos- 
metics is closely related to, if not almost identical] with, the problem 
in relation to new drugs; that the public is being exposed to these 
materials in the same way that they are being exposed to drugs and 
to foods and the responsibility therefore for safeguarding the pubhe 
must be divided in the same way. Surely there is a certain responsi- 
bility on the part of the manufacturer not to release agents which he 
knows might be harmful to the public. Cert inky there is a responsi 
bility on the part of every governmental agency—municipal, State, 
Federal—to safeguard the citizens from the knowing or unknowing 
release of harmful agents for the } iblie use. 

And if you want me to be specific instead of answering your ques- 
tion in general as to who should oe t 

Mr. Kueryrecp. As a dermatologist, and thinking of the protection 
to which the public 1 1S — 

Dr. Suuzpercer. I eny in this way: If there 1s a list of cos- 


té 


metics which i Sine aan “| as being relat vel) safe by years of 
1 thee haezgs s of applic ations, cosmetics that are sim lar or closely 
inalogou » or identical with those which have been in use can be 
regarded as safe. You establi sh a sort of safe list, like we know about 
pil will do today and what taleum will do today. 
vic. Kaeeinrenp. Is it Oss Lyle it ingredient A may be renel lly 
regurded as safe, ind similarly ingredient B mav be regarded as safe, 
the combination of the two 1 ty create a different problem ? 


Dr. Suuzpercer. That is right. 
Mr. Kurinreitp. Quite a different problem. 


Dr. Scuzeercer. You have to consider the ingredients, the indi- 
vidual constituents, the combinations, and the entire product. Then 
again a material may be safe for one use and unsafe for another use. 
So you have to consider the conditions of use and exposure. 

Mir. Kueinvetp. Thus, if a cosmetic is recommended for use in the 
region of the hair, | suppose the careful cosmetic manufacturer might 


think of the possible consequences if the product approaches the 
orbital area; 1s that correct ¢ 

Dr. Suuzpercer. That is correct. 

Mr. Kiernrevp. In the tests you mention as being fairly reasonable 
tests, is it necessary that a qualified e xpe rt read and judge the results 
of the experime ntal work carried on? 

Dr. Sutzpercer. Decidedly so. 

Mr. Kiervrecp. Ordinarily, who would such an expert be? 

Dr. Suuzpercer. Well, there are different types of tests, so there 
are different experts. For patch tests, certain specially trained and 
qualified dermatologists are probably the only ones qualified to read 
them for primary irritancy and sensitivity of the skin. I think that 
dermatologists are the only ones qualified. And on animal experi- 
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mentation regarding systemic toxicity, toxicologists, pharmacolo- 
gists, and people of that ‘kind are the only competent ones, 

Mr. Kiuerinreitp. P eople that are trained in that 
Dr. Sutzpercer. In the special fields, 
lds involved in this testing. 
Mr. KLernre.p. 


field ¢ 
and there are several special 


fie 


Have you had any experience, Doctor, in trying to 
ascertain, In the course of some particul ir probli mi you have hac. just 
what is Ina part ular cosmetic ¢ 

Dr. Sutzpercer. Yes: I have. 
Mr. Kieryreip. Have you read the labels? 
Dr. Suuzpercer. Well, the labels don’t indicate what is in then 


very ofte n. 
Mr. eqursheam W ould it 
Dr. Sunzpercer. It certain] 
china toy ihe answel 


Mr. 


helped you if they did ? 


a 2 4 1] 
\ would. But I would ike to add some 


KLEIN! 


LD. 2 

Dr. Sutzpercer. I think it is impossible to ask things vw ur 
impossible of manufacture ind to create laws or regulations which 
cannot be observed. And it is impossible to put all t ngredients i 
a lipstick upon a lipstick contain [t may have 60 or a hundred on 
more Ingredient ad even \ en you u the smallest k ot pl 
that is still legible, you couldn't get them allo 

Mr. Kner FELD That seems to be Aare il probl mi te? 

Dr. Sutzpercer. Yes 

Mr. Kuemvrecp. What would vou think of this—suppose t 
provided that list of all the ingredients in osmet ould | ) 

ed to some Gove ent agency. and that the label should 

listing of ingredients subject to the ince of regulations by t 
vrency | ! excert a i ‘ ivv to eel e ) 

p , ; 1) yo 

Dr. Sur Well, except that I think that v: ld 
{ e wo exceptions than there wo ld be conformity té ( 

e. In other ls, I think most cos ontaine! ldn't ve 
el] LAITY 1 i { that re vy for ft And ft) 
there cu f selecting what should be on ¢] O 

it should ioe i t. The thines whicl many people call bland 
or ] oOcuo ctive age} sometimes are e worst off ! 
relation to allergy. 

Mr. Kurmrecp. Inactive ? 

Dr. SuLzBerGi Yes; the ones you call inactive, like lanol ‘ , 
ment bases of van us kinds can cause trouble wl nen peop le are allergic 


tothem. So the distincti 
apo 
difficult 


KLEINFELD. 


mn between active ; and inactive age) 


So you think that to: acticaliti 


neet the p es of the 

situation with which we have to live, the answer might be a submiscio) 
of quantitative and qualitative formulas to a governmental agency ? 
Dr. SULZBERGER. That is why in my prepared statement I delibe 


ately omitted the recommend: ation as to p acing the list of 


all ingredi 


ents on the pac kages or containers. 


Maybe one should ask that they 


should be placed on the large bulk packages which are sent to the 
jobbers. That might be something. I don’t know. But T think th 
individual package of the cosmetic, the little vial of that perfume 


which may cont: Lin na hundred ingredients 
96568—52—pt. 2 
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Mr. Kuermrecp. How about setting out the ingredients on a little 
circular, not attached to the bottle, but in the carton or container ? 

Dr. Sutzpercer. I can’t see any objection to that. 

Mr. Kiernrexp. I have no further questions. 

The Cuamman. Dr. Hedrick. 

Dr. Heprick. Doctor, what is your opinion of the use of estrogenic 
hormones in face cream. Do you think it issafe? 

Dr. Sutzpercer. Well, I have a very definite opinion about that, Dr. 
Hedrick. I think today that in the concentrations in which they are 
put into face creams the record to date shows they have been entirely 
safe. 

I had a different opinion 6, 8 or 10 years ago. I thought that they 
were very risky. I thought that on the one hand they had possibilities 
of damaging the skin and that on the other hand there was no evidence 
that they could achieve any possible benefits so far as appearance was 
concerned; and I had to change my mind in both directions. It is 
possible, I believe, to put in a quantity of estrogenic hormones in face 
creams Which cause some plumping out of the skin on repeated appli- 
cation, and it is still possible to have that concentration so low that 
the risks of damage are almost disappearing, are negligible. 

Dr. Heprick. You mean to say it might relieve some of the wrinkles 
that people have in their face ¢ 

Dr. Suuzpercer. It causes a mild degree of diffuse swelling. 

Dr. Heprick. Kind of an edema? 

Dr. Suuzpercer. It is called edema; yes—plumping of the tissues 
by retaining of more water. It isn’t actually free fluid like in a blister, 
but it is fluid distributed and held in the tissue. 

Dr. Heprick. Do you believe there is a possibility they might cause 
precanceroses ¢ 

Dr. Sutzpercer. Not any longer. 

Dr. Heprick. You did believe that at one time ¢ 

Dr. Suuzpercer. I did. 

Dr. Heprick. And now you think they are perfectly safe ? 

Dr. Sutzpercer. Yes; and I sat recently on a special committee un 
der Dr. Goodfriend and Dr. Corwin, of the New York Academy of 
Medicine, to cdiscuss that very problem. I was the dermatologist, Dr. 
Goodfriend was the gynecologist, and the endocrinologist was Dr. 
Shorr, and there were on the committee several pharmacologists and 
other experts. And we reviewed the evidence very carefully, and re 
viewed also a communication from, I think it was Dr. Durrett—is that 
right ? 

Mr. Kuernreip. Yes. 

Dr. Suuzpercer. We had a statement from him as well, and we came 
to the conclusion that there was not any evidence today available of 
any formation of cancer or precanceroses or any damage from the 
estrogens as apphed in cosmetic creams. And all the available evi- 
dence was in the opposite direction, that they did no harm and no 
systemic damage of any kind. Even on theoretical grounds the dosage 
of hormone was so small in these estrogenic creams a person would 
have had to apply five packages a day, 10 ounces a day, in order to 
get enough absorption to cause any systemic effect. 

Mr. Jones. In other words, the advertising that the companies 
are putting out on that cream, is really leaving an incorrect im- 
pression ; is that right? 
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Dr. Suuzpercer. No; I don’t think that is right. My opinion is—I 
haven't read all the advertising of all these ¢ ~ompanies—of course, the 
advertising of comestics anyway is quite a blown-up affair in general. 
There is a grain of truth in it and the rest is just a lot of words. But 
by and large I would say that I, myself, have never with my own 
eves seen that a woman who had been using one of these creams for 
6 years looked any younger 6 years later, but she always looked 6 
years older to me after 6 years of use 
~ Mr. Jones. I mean in some of these advertisements, don't they leave 
the impression that some kind of biological change might take place 
in addition to the appearance created on the surface ¢ 

Dr. Suuzpercer. Well, I suppose the ads say that the use of the 
creams will make them look more youthful. I don’t remember the 
wording of these ads, but from my vague recollections they say the 
creams make a person look more youthful, and I guess the plumping 
out of the skin does that. 

Mr. Jones. I have one other question. You said a moment ago you 
would have no objection to including a list of ingredients on a folder 
or insert in the package. Well, would there be any benefit that would 
result from that ? 

Dr. Suuzpercer. It would make my life much easier and the lives 
of other physicians who are constantly confronted by people who are 
allergic to some ingredient and at present cannot tell them which 
cosmetics they may or may not use. 

Mr. Jones. The benefit would come to the patient if she knew she 
were allergic to a certain thing and could avoid using a product which 
contained that ingredient ¢ 

Dr. Scuuzeercer. That is correct. 

Mr. Jones. In your experience, have you encountered any fatalities 
you can attribute to the use of cosmetics ? 

Dr. Sutzpercer. Not in my own experience. 

Mr. JONES. In your prac tice, hi ave you hi id people who were perma 
nently disfigured from the use of cosmetics according to the directions 
that the manufacturer recommended ¢ 

Dr. Sutzpercer. No; I don’t recall having seen anyone permanently 
dishiigured and in whom the disfigurement was proven due to cosmetics. 
However, I have seen people disabled for very long periods of time, 
months to years. 

Mr. Jones. In what way were they disfigured / 

Dr. Sutzpercer. With skin eruptions and falling-out of hair and 
itching and generalized skin eruptions—for example from <yes. 

Mr. Jones. Is it your opinion that most people, when they use a hai 
(lye. for instance, know they are taking a certain risk or hazard in 
using that preparation / 

Dr. Sutzpercer. Most of the intelligent people today, the intelli 
gent and informed women today, know they are taking a certain risk. 

Mr. Jones. And they are willing to take that risk in order to have 
the possibility of obtaining a certain result ? 

Dr. Sutzpercer. Most of them are; yes. 

Mr. Jones. And has it been your observation that most of these 


preparations do include on the package certain precautions hat shoul 
‘ } s) 4 
” rctiat Be 


Dr. SsuLzpercer. Yes: they do. 
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Mr. Jones. I think that is all I have. 

The Cuatrman. Mr. McDonough. 

Mr. McDonovenu. Doctor, do you believe that it is necessary to in- 
corporate into these cosmetics these detrimental chemicals and dyes in 
order to obtain the results they claim will be obtained ? 

Dr. Sutzpercer. Well, I think that there is no such thing as a sub 
stance which is not potentially detrimental to some percentage of 
users. If there are such substances, they must be very rare. In other 
words, there is nothing that is inevitably and always innocuous to 
everyone. 

There are certain of the ingredients at present continually used in 
cosmetics which are known to have a much higher potentiality of 
sensitizing and of doing harm than others; and even such ingredients 
with the higher sensitivity capacity, the higher sensitizing index, 
must be included in order for the cosmetics to be salable and to achieve 
their effects. 

For example, lipstick. When people get allergic reactions from 
lipstick, in most instances it is the indelible dye which is the responsible 


allergen. In other words, a nonindelible lipstick would cause less 
damage than the indelible ones: and still the manufacturers who know 
that very well are compelled to include the inde ‘lible dyes because if 


! 


thev made their lipsticks nonindelible they coul Int sell them com- 
petitively with the lipsticks with indelible dyes, 

Mr. McDonoven. That means they do that in order to meet com- 
pet tion ¢ 

Dr. SutzperGcer. That is right. 

Mr. McDonoucn. So someone started it some place along the line, 
and as a result of that all other manufacturers use it in order to 


con pete 


Mi. MceDoxoven, In your opinion how many of the cosmetics 
that are now on the market—we will include in that category those 
that are well-established and well-known of all classifications, sham- 
poos, hair dyes, lipsticks and creams, and other things—are potentially 
detrime} tal to the human system ? Would you say there are 10 percent 
of those ‘that are on the market which are detrimental, 5 percent, or 
Vhat percent ¢ 

Dr. SULZBERGER. If you ine lude the cos metics t that contain se Nsitiz- 
ing agents that may cause damage In a very exceptional instance, then 
I would say 100 percent of them are potentially damaging. If you 
mean a high incidence of damage or severe damage, then I would say 
a very negligible percentage of them are harmful. In other words, 
those that can cause toxic effects or those that can cause lasting damage 
or those that will cause irritation or sensitization to a high percentage 
of users, irritations or allergic reaction of the skin, are very, very few. 

Mr. Anerneriuy. Will the Congressman yield there ¢ 

Mr. McDonovuen. Yes. 

Mr. Apernetuy. What would you say with reference to serious 
damage? What percentage ¢ 

Dr. SuLzBErGER. | can't express it in percentage. 

Mr. Anernetuy. Would you say it would be negligible or not ? 

Dr. Sutzpercer. Yes: I think serious damage is of negligible inci- 
dence. 
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Mr. Me Donot GH. That iS, your answer is based on the user follow- 
ing the instructions of the manufacturer for the cosmetic. You 
wouldn't say if a person bought a lipstick and ate it and became in- 
oculated witha dye — 

Dr. Suuzpercer. I think they could eat it. 

Mr. McDonoven. If I bought a shampoo and drat 


) 


instructions of the manufacture 


t. that would 


not be following the 
Dr. Suuzpercer. No. 
Mr. Me DONOUGH. You mean ii they use 1t a ima tn 
lines on the label / 


Dr. Suuzpercer. Even if they didn’t, Mr. McDonough, I think most 
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™“o that the a th e allergic rea 
L L ind also tl ( 
tremendously. I k those two things toget 

{ oft expos ad thet ] ise 
1 awareness and reporting and publication of st tizations and 
Cire rfttl rol i 
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| urmful a Ss] osmetl really miul 

Ox en ! peen oradua oO! play nated j ( 
ire no longer a etics wit c, the none of them any 
more with lead, a so forth. 

Mr. MeDonoucu. In ether words, is that the result of the pul 
reporting these cases or is it the result of a greater number of derma- 
tologists ? 

Dr. Sutzpercer. I would like to take all the credit for the derma- 


{ but I don’t think I can. | think again that the removal 


1 : 
TOIOoISTS 


of toxic ingredients and potentially damaging agents is a result of 
various forces. One such force, I think, is the competitive economic 
tuation. The cosmetic manufacturers simply can't stand for mu 
talk about damage from their cosmetics or from a particular agent. 
Phat plu the pwareness on the part of both the public ind the medical 


profession plus the more general reporting of the cases and their 
scientifie study those three things combined | thin | 
as well as governmental supervision in the Food and Drug Adminis 


tration and so forth. and of course what you gentlem« hare doing ail 
the potel tial legisl itron, if not actual legislation il] of that accounts 


kk] 
ys have resuited- 


i 
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for the reduction of harmful substances in cosmetics and acts as a 
brake upon putting potentially harmful things out and helps to keep 
them off the market. 

From my point of view, the unfortunate part is that if these sug- 
gestions or recommendations which I have voiced and which others 
have voiced are adopted, they will not be a hardship upon large but 
only upon small manufacturers. Most large cosmetic concerns are 
now doing almost everything I have suggested, if not everything—for 
instance, as in my written statement, they do field trials and also test 
out new cosmetics on their factory and office employees for weeks or 
months before releasing them. But the carrying out of all these 
testing specifications, if such regulations or laws are adopted, would 
be a hardship upon the small manfuacturer. 

Mr. McDonoven. The possible damage to the human system applies 
more to the female than the male ; does it not ? 

Dr. SutzBercer. Because she uses more cosmetics. 

Mr. McDonoven. The woman uses more cosmetics ? 

Dr. Sutzpercer. Oh, she is much more exposed; yes, sir. 

Mr. McDonoven. Have you run into many cases where men are 
affected / 

Dr. Sutzpercer. Yes. 

Mr. McDonoven. Largely from shampoos and hair applications, o1 
what / 

Dr. Sutzeercer. Yes. <A good deal of it is like, I think, your own 
case. You havea sensitivity toa hair lotion; have you not? 

Mr. McDonoven. I have had. 

Mr. Anerneruy. You mean you can tell from there ? 

Mr. McDonoven. That is interesting. Can you tell from there? 

Dr. Sunznercer. No. | Laughter. | 

Mr. McDonoven. You have been reading the testimony, I guess. 

Dr. Suuzperier. Beg pardon ¢ 

Mr. McDonoven. Did you get that out of the hearings of the 
committee ¢ 

Dr. Suuzpercer. Yes; and I know about Mrs. Jones’ allergy and 
about yours, Mr. Jones. 

Men, of course, get into cosmetic difficulties mainly from the things 
they use, but they don’t get into trouble exclusively from the things 
they themselves use. People get into difficulty also from things others 
use. 

For instance, I have seen men with lipstick dermatitis from their 
wives’ lipstick, or eruptions from their wives’ nail polish—sometimes 
very interesting ones. 

Mr. Kiernretp. Necessarily from their wives ? 

Dr. Suuzpercer. No. [ Laughter. | 

Mr. Kieirexp. I have one or two more questions. 

Do you know which types of cosmetic preparations contain 
hormones / 

Dr. Suizeercer. Which types contain hormones ? 

Mr. Kiernrevp. Yes. 

Dr. Suvzpercer. I don’t know if I know all of them. I know 
that mainly creams contain hormones. 

Mr. Kuernrevp. If the situation is, as I understand it to be, that 
there are creams which contain hormones, which are ordinarily ap- 
plied before a woman goes to bed and thus will remain on her skin 
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for a considerable period of time, and there are oils or lotions which 
are applied during the day which also contain hormones, and if the 
preparations are also recommended for use on the neck, throat, hands, 
elbows, shoulders, hair, and scalp, would that present in your opinion 
a different problem / 

Dr. Suuzpercer. No. That was the thing which I looked into be 
fore I made my statement. Would you like to hear some figures about 
the relationship between the amount which could be absorbed that 
way and the amount which could be systemically damaging ‘ 

Mr. Kixerwrevp. If you could do it in a brief period of time; yes. 

Dr. Sutzpercer. Yes; I can do it quite quickly. Cosmetic creams 
that have come to my ‘attention, and from the best information I 
could get, contain about 10,000 international units per ounce. That 
is the average top figure. According to the work of several authors 
for example, of Dr. Goldzieher and his coworkers—about 6,000 inter- 
national units per ounce suffices to produce local demonstrable changes 
in the skin which might well be considered beneficial purely from the 
point of view of the appearance of the skin. And, according to Shorr, 
who is probably the greatest authority in this field today, it would 
require the application to the skin of about 100,000 international units 
per day to produce the mildest systemic changes. So they would have 
to use, as I said before, about 10 ounces of the cream per day, no 
matter where they spread it or where they put it—and that is almost 
an impossibility. 

Mr. Kiernrecp. Is it a fact that there is a different problem which 
may need further surveying, depending upon the areas of the body 
upon which the cosmetics are apphied 4 

Dr. Sutzpercer. No. They can’t get any more of the hormone in 
than is present in the cream they are applying, no matter how wide- 
spread their applications or how often. I do admit there is a differ 
ence between giving the hormones to people to use without any con- 
trol, without any limitation as to the amount which they could use, 
between this and prescribing the hormones for them for a specfic use 
under medical supervision and for treatment. But I think that it is 
fortunate for the situation and for the manufacturers and for the 
public that the ratios here seem to be so favorable that even the utmost 
top limit of use to which women could put these cosmetic creams 
doesn't seem to enable a woman to put enough on her skin or rub in 
enough per day to produce systemic damage. 

Mr. Kiemnretp. And do you know whether any clinical work has 
been done upon the basis of which conclusions can be reached 
clinical work where various cosmetic preparations containing the 
amounts of international units which you mentioned were used? | 
understand hormones are used in all these types of cosmetics for con- 
siderable periods of time, day after day. Do you know whether 
any actual clinical work has been done? 

Dr. Sunzpercer. Well, if you mean clinical work in the sense of 
deliberately reinvestigating these people systematically to find out 
what has happened to them, then I would say I don’t know of any such 
long-term studies. 

Mr. Kirinretp. How about on animals? 

Dr. Suuzpercer. I am not up on the literature of the animal ex 
periments in this field. But if you mean clinical observations, I have 
some which I have carried out now for 6 years on my patients. They 
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have had no striking changes that could be attributable to the use of 
these cosmetic hormone creams where they have used them on their 
skin. I haven’t seen that they looked any younger, but none of them 
have shown signs of any serious damage to their skin nor re ported any 
other damage—no menstrual disturbances and no endocrinological 
ch mMyves. 

Mr. Kiernrevp. I gathered from what you said that the patients 
you rseage as were using hormones in face cream. You don’t know 
whether they were using other types? 

Dr. Sutzpercer. All those I saw were using them in creams. 

Mr. Kueinrevp. Just the creams 

Dr. Suuzpercer. Yes. 

Mr. Kueinreip. And you said you don’t know of any actual animal 
work or whether biopsies have been performed 4 

Dr. Suuznercer. You mean after the application of these hor- 


‘ 


mones ¢ 

Mir. KLetnFELD. After the appleation of these hormones in these 
various types of 7 parations which I have mentioned, over a con- 
siderable period ol time. 

Dr. Suuznercer. No: don’t—after various preparations over a 
considerable period of Baal 

Mr. es eeu t Doctor, is it a fact there are new substances or 
chemicals being used in cosmetics from time to time? 

Dr. Suuzpercer. Yes. 

Mr. Kiernreip. For example, a lot of wetting agents? 

Dr. Suuzpercer. Yes. 

Mr. Kieinreip. I want to read you one statement ogg; this 


ommittee by the Food and Drug Administration, and ask if that 
wo@hlights thy prol lem which | think vou specified in vour state- 
ent. Ller hat the letter from the Food il Drug \dmuinistra- 
)] thi mumilttee says, and it ha inital | to do with hormones: 
About 8 or 9 years ago, the styles in hair arrangements for women resulted 

a widespread adoption of what has been facetiously called the “washerwom- 
do.” which iny d piling the hair on top of the head and arranging it 

neat so that it \ iid remain in such an arrangement for an indefinite period. 
Among the esthetic draw-backs to this hair arrangement were those stray 
wks on the back of the neck which did not conform to the arrangement and 
were a Filing ih a more or less untidy eflect lo meet the crying need 
thus created, an immediate popularity developed for some kind of adhesive 
material which would aff ix these stray locks in an upward direction and attach 

ca hl . > . ‘ 

them to the rem der the upswept hair ro fill this need a Chicago manu- 
aucturer created “Low ks. U p Hair Lacquer Pads.” These were in the form of a 
otton pad impregnated with a lacquer substance which, when pressed upward 


around the hairdo increased the tidiness of the arrangement by glueing the 
hair to the rest of the arrangement. In applying the lacquer pads they neces- 
sarily came in contact with the skin and scalp adjacent to the hair. 

This deve a ig nt oc curred during wartime when there was a scarcity of lac- 
quer materials, shellac, varnish, resins, and glue. Apparently the first product 
vas entirely succesatel and created an enormous demand. Subsequent batches 
of manufacture employed unknown, untested adhesive materials, synthetic resins, 
et cetera, and the result of that hasty improvising was that hundreds of women 
throughout the United States suffered significant injury by reason of the poison- 
ous nature of the resins used, which created a contact dermatitis and other 
painful and disfiguring complications. As a result of regulatory activity of this 
Administration, the product was eventually removed from the market, but not 
until a great deal of damage had occurred. 


Now is that the type of situation which may result from an im- 
proper testing, careless or negligent testing, or no testing at all, and 
is that the sort of thing you think we ought to do something about ? 
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Dr. Sunzpercer. Yes; and I think it could be avoided in a great 
measure, not always but almost always, by proper testing. 

Mr. Kiernrecp. No further questions. 

The Cuarrman. Thank you, Doctor, for your contribution. Weare 
indebted to you for coming here today. 

Dr. Sutzpercer. Thank you very much. 

The Cuamman. Call your next witness. 

Mr. Kuerrevp. Dr. Baldwin. 

The Carman. Your name and address? 

Dr. Batpwin. Horace S. Baldwin, 136 East Sixty-fourth Street, 
New York City. 

(The oath was administered by the chairman.) 

The CuarrmMan. Proceed, Mr. Kleinfeld. 


TESTIMONY OF HORACE S. BALDWIN, M. D., NEW YORK, N. Y. 


Mr. Kuiernrevp. Dr. Baldwin, of what medical school are you a 
graduate / 

Dr. Batpwin. Cornell University. 

Mr. Kiervrecp. When did you graduate, Doctor ? 

Dr. BaLpwrn. 1921. 

Mr. Kiernrecp. And you have practiced medicine since then? 

Dr. Batpwin. After my internship; yes. 

Mr. Kuernrevp. Isee. And your specialty is in the field of allergy ? 

Dr. Batpwiy. That is right. 

Mr. Kierreip. How long have you specialized in that field ? 

Dr. Batpwriy. Since 1925. 

Mr. Kueinrenp. Are you a member of the American Academy of 
Allergy ! : 

Dr. Batpwin. Yes. 

Mr. Kiemrecp. And you are associate professor of clinical med 
eine at Cornell U) versity Medical Sehool / 

Dr. Batpwiyn. That is right. 

Mr. KLetinretp tnd vou are certified in that specialtv bv the 
American Board of Internal Medicine / ; 

Dr. Batowiyn. I am. 

Mr. Kurinrenp. Read your statement, please. 

Dr. Batpwry. In the past, serious injury to users of certain cos 
metics has occurred because of failure to col duct tests and submit 
data to the Food and Drug Administration. Thallium acetate, lead, 
and mercury in various cosmetics caused a number of toxic symptoms 
before their use Was prohibited by law. It would seem advant reo 
to have a law which would require the manufacturer of a new nd 
untried cosmetic to ubmit it to the ood and Drue Administration 
for survey and necessary testing before it is marketed. Here it could 
be surveyed from the standpoint of its systemic toxicity, its primary 
irritating qualities and its allergenic possibilities, and necessary tests 
done if indicated. 

From the allergic standpoint serious reactions may occur when a 
person allergic to certain substances uses cosmetics containing them. 
It would be helpful to the allergic person if the law required a listing 
of ingredients on the label, and at the same time it would be helpful 
to the physician treating such a patient if such information wert 
available. 
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I agree with the views expressed by Dr. Louis Schwartz, former 
Medical Director USPHS, in his article in Cooke’s Allergy in Theory 
and Practice, Saunders, Philadelphia, 1947, page 282, under the head- 
ing “Dermatitis From Cosmetics.” 

The Cramman. Is that your statement ? 

Dr. Barowin. That is the extent of my statement. 

The Cuamman. Mr. Kleinfeld. 

Mr. Kirmvreip. Then, from the viewpoint of the allergist, you 
say that serious reactions may occur when a person who is allergic 
to certain substances uses cosmetics containing them ? 

Dr. Batpwrx. That is right. 

Mr. Kurtnreip. And they may be more than minor in nature / 

Dr. Batpwin. They may. 

Mr. Kueinrevp. For example, what may o cur? 

Dr. Barpwinx. They may have a severe dermatitis, severe bronchial 
asthma, or a severe reaction in the nasal mucous membranes. The 
reaction may vary; it may be on the skin, it may be in the respiratory 
tract. ‘Those are the places where these reactions may occur. 

Mr. Kreinrecp. Again from the viewpoint of an allergist, you be- 
lieve that rather careful testing should be employed before new 
ingredients or combinations of ingredients are employed in cosmetics / 

Dr. Batopwin. Yes, I do. 

Mr. Kuervretp. And also from the viewpoint of an allergist who 
comes in contact constantly with persons suffering from allergic re- 
actions, you think it would be helpful to you and to the patient if 
consumers knew what was in the products they were buying ¢ 

Dr. Batpwin. Yes. 

Mr. Kuernrevp. In order that they would be in a position to avoid, 
in the future, buying those things containing substances which had 
caused these injuries; is that correct ¢ 

Dr. Batpwin. That is right. And, on the other hand, should they 
have allergic reactions which might be attributable to cosmetics, the 
fact that they were labeled would make it possible to test for those 
things that they are using. 

Mr. Kiernrevp. And suppose a woman is using a cosmetic, has 
been using it for a considerable period of time, and has had no ad- 
verse reactions. If the formula is changed so that different combina- 
tions of the ingredients are used in the cosmetic, that may cause un- 
toward reactions, may it not ? 

Dr. Batpwiyn. Yes; if she is sensitive to it. 

Mr. Kierrevp. But she has no way of knowing. 

Dr. BaLpwin. She has no way of knowing; correct. 

Mr. Kiernretp. Sothat your recommendation, as far as what should 
be done to help protect the public from the viewpoint of an allergist, is: 

It would seem advantageous to have a law which would require the manu- 
facturer of a new and untried cosmetic to submit it to the Food and Drug 
Administration for survey and necessary testing before it is marketed. 

Now, of course, if the facilities of the Food and Drug Administra- 
tion are not sufficient, and I am sure they are not, to conduct actual 
testing of every preparation, what do you think of following generally 
the new drug type of procedure. This requires the manufacturer, 
the company which makes the new drug, to present his data to the 
Food and Drug Administration and say, “Here is what I have done. 
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They show, in my opinion, that the product is safe when used as 
suggested and recommended.” And then the evaluation is performed 
by the Food and Drug Administration. 

Dr. Baupwiy. I think that in general is what I have indicated— 
that the manufacturer should submit his formula to the Food and 
Drug Administration, and then the Food and Drug Administration by 
ifs experience with the various substances usec In the various cosmetics 
would be able to ll clicate whether they thought more tests of certaim 
types should be done. 

Mr. Kueinrevp. I have no further questions. 

The Cnuairnman. Dr. Hedrick. 

Dr. Heprick. I have no questions 

The Cuarman. Mr. Jones? 

Mr. Jones. | havea question. 

Dr. ‘Baldwin, I have noticed that different people are allergic to 
different types of food. kor instal ce, some people cannot eat straw- 
berries, some people cannot eat cucumbers, and th nes ] ke that. In 
your practice, have you re ached a conclusion or observed that any 
single food product creates a greater number of allergic reactions than 
other food products ; 1h other words, we will suy pork, or « ho olate, 
or oranges, or something like that has a tenden Vv to create a greater 
number of reactions in people generally than some other food product ¢ 

Dr. BALDWIN. | think one might Say that, for instance, fish and 
shellfish cause ii cood many very severe reactions, probably more 
severe reactions than a great many other foods. In infants, you know, 
for example, egg white may cause a good deal of allergic disturbance. 

Mr. Jones. What I am getting at along that line is this—I think 
you would agree it would not be practical for us to put a prohibition 
on that food beine served in public places because it did create a 
vreater reaction. That wouldn't be reasonable, would it—a regulation 
ora law to prevent that ? 

Dr. Batpwin. I don’t think so, no. 

Mr. Jones. I was interested here in your statement where you say 
it would be advantageous to have a law which would require the 
manufacturer of a new and untried cosmetic to submit it to the Food 
and Drug Administration for survey and necessary testing before it is 
marketed. Have you given any thought to the possible or probable 
length of time that would be required before it would be established 
that a thing was not harmful to the public, how long those tests should 
be continued, and as to the number of tests, and if it is to be animal 
tests, how many different animals should be used or how many life 
cycles should be included ? 

Dr. Batpwin. Mr. Jones, as far as I am concerned, I would not set 
myself up as an expert on the statistical necessities of such a matter. 
I have thought this over, and it seems to me that the Food and Drug 
Administration through their contact with chemists, pharmacologists, 
dermatologists, allergists, and statisticians would be able to answer 
your question if they gave thought and time to it. 

For instance, there is a consulting committee now to the Food and 
Drug Administration consisting of tepresentatives from the Academy 
of Allergy and College of Allergy. I should think such a committee 
would be of great help to the Food and Drug Administration in draw- 
ing up regulations for that type of testing. 
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Mr. Jones. Has it been your observation or experience that a num- 
ber of people suffer from certain discomforts over a long period of time 
due to an allergy, and that after they have consulted a competent 
allergist, they can obtain immediate relief by refraining from the use 
of certain foods or the use of certain cosmetics or being around certain 
things that might be in the atmosphere; that that can usually be cor- 
rected by a change in diet or altering their customary practices; is that 
right ? 

Dr. Batpwiyx. Yes; I think if they stop using the cosmetics to which 
they are sensitive, their symptoms are usually relieved. 

Mr. Jones. And have you observed any permanent results that have 
existed following the discovery that a person was allergic to a certain 
cosmetic, but after they discontinued the use thereof, that they were 
hot relieved of the discomfort ? 

Dr. Batpwiyn. No: I would Say that the effect, the allergi¢ effect 
of these substances, Is a temporary one, I have not observed perma- 
nent oy 

Mr. Jones. You have not observed any chronic, permanent injury 
from it : seen? 

Dr. Batowiy. I might qualify that to this point: that if a person 
were allergic to, we W ill say, orris root or cornstarch or rice powder 
that was in a cosmetic or a face powder, and he or she continued to use 
it over a long period of time, it is possible that changes might occur in 
the respiratory tract, the nasal sinus membranes, the bronchial muce- 
cous membranes, which would be irreversible. 

Mr. Jones. But they would have gone through a rather long period 
of suffer ne al al wi uld have failed to have secured rehef that would 
| ive been available to the average person by rong to the average 


phys cian ina ease like that. though. would they not # 
Dr. Barpwin. Well 
Mr. Jones. Maybe not the average physician. But if a person is 
going to have a chronic and lasting effect from a sinus or bronchial 
trouble. he would have exper! lenced a discomfort during a rather long 
period of time be fore it wo wld ‘ come to t he point where 1f was 


meu ible. Would that Seigrcncntelley ty 
Dr. Banpwin. Yes: [think that is true. 


Nin. od NES IT have no} lore quest ons, 

The CoairMan. Dr. Hedrick # 

Dr. Heprick. What is there about shellfish that causes all TOV il 
SO pa people, Doctor, do you know ¢ ; 

Dr. Barpowin. No. It just happens that there are certain proteins 


t] atarel uch more alle reel le ‘than othe Ts, that seem to be more easily 
sensit izing agents than othe Ts, just like 

Dr. Heprick. Just like strawberries. for instance / 

Dr. Batowtn. Like ragweed, for instance. in the air. Ragweed 
a very important sensitizing agent, and timothy grass is too, but not 
as active a sensitizing agent as ragweed. There are probably certain 
protein configurations that make one substance more allergenic than 
another. 

The CuatrmMan. Mr. MeDonough ? 

Mr. McDonovan. No questions. 

Mr. Kieryrecp. One more question, Doctor. I do not know if you 
are familiar with this situation. It happened some time ago. But 
before the passage of the present Food, Drug, and Cosmetic Act in 
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185s, there was a product on the market called, I believe, Lash Lure, 
which was supposed to beautify women’s eyelashes. It sold for quite 
some time and in the great majority of instances it didn’t create any 
harm. But in the case of a number of women it g,votl into their eyes— 
naturally. because it was emploved on the evelash anad caused definite 
ana perniuinent blindne . Might that have been an allergic reaction 
in those few women to that particular product ¢ 

Dr. Batpwin. Yes: I think so. 

Mr. Kueinrecp. That did happen. There were some women, not all 
by anv means. in fact, a small minority, who were permanently 
blinded. That is a pretty serious problem, is it not / 

Dr. BALDwin. Yes 

Mr. Kuernrevp. I have no further questions 

Phe CuatrrmMan. Thank you, Doctor. 

Call your next witness. 

Nir. Ku INFELD. Mr. ¢ hairman, I would like to call someone out of 
turn. since he is from out of town. It does not touch the cosmeti 
probl m. it deals with fertilizers. 

Phe CuairmmMan. Very well. 

Mr. Kueryrecp. Mr. Leonard Wickenden. 

Phe CuarrMan. Your name and address, please. 

Mr. WickeNbEN. Leonard Wickenden, Sturges Highway, Westport, 
Conn. 

(The oath was administered by the chairman.) 

Phe CuarrMAn. Proceed, Mr. Kleinfeld. 

Mr. KLeinrevp. Since your statement contains a brief biographical 


sketch. I suggest you react it. 


TESTIMONY OF LEONARD WICKENDEN, INDUSTRIAL CHEMIST, 
WESTPORT, CONN. 


Mr. Wi KENDEN, My hame is Leonard Wickenden. Throughout 
ni adult life, I have been an industrial chemist. I received my 
scientific education at what is now known as the Imperial College of 
science and Technology, ot London, England. I eraduated In 1906 
and then took a postgraduate course in the chemistry of foods and 
drugs. 

From 1908 to 1911, [ was assistant chemist to the world-famous bis- 
cuit manufacturers, Huntley & Palmers, Ltd., of Reading, England. 
I then emigrated to this country and obtained a position in the electro- 
chemical department of the West Virginia Pulp & Paper Co. In 
1913, | was placed in charge of the research division of the New York 
laboratories of that company, and in 1918, when the laboratories were 
enlarged, I was appointed chief chemist with a staff of 20 working 
under mv direction. In 1924, I was elected a fellow of the American 
Institute of Chemists and in 1926 I became vice president of the Su 
char Process (¢ ‘orp., a company formed to exploit some of my patents, 
of which 26 have been granted by the United States Patent Office and 
others are pending. 

In 1934 [ started a consulting practice of my own with offices at 
120 Wall Street, New York City. Since my early years I have been 
interested in the pract ice and theory of growing plants; at the end of 
1949 I sold my laboratory and retired to my home at Westport, Conn., 
to devote whatever years remain to me to experimental agriculture and 
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the study of the soil. I am the author of a book entitled “Make 
Friends With Your Land,” published by the Devin-Adair Co. 

I have read much of the evidence presented to your committee on 
the subject of fertilizers and it has seemed to me that some of it has 
been—unintentionally, of course—confusing and _ self-contradictory. 
I hope I can help to clear up this confusion and I believe it can best 
be done by sharply defining the opposing views on this matter so that 
we can see to what extent they are in agreement and at what point 
their differences become acute. 

Witness after witness has laid emphasis on the need for fertilizing 
farm land. On that point, it seems to me, there can be no difference 
of opinion and, as far as my experience goes, none exists. Through- 
out the ages, farmers have fertilized their soil; and only by so doing 
have they found it possible to produce good crops year after year, 
veneration after generation. On this, all schools of thought are 
agreed; it is a waste of breath and of the time of your committee to 
labor the point. Confusion can arise only when the word “fertilizer” 
is used as though it were synonymous with “chemical fertilizer.” 
Fertilization of the soil is very old; chemical fertilizers, in the long 
history of agriculture, are very new. 

Neither-is there any difference of opinion regarding the wisdom 
of adding minerals to a soil which is deficient in calcium, phosphates, 
potash, magnesia, or other elements. Some attempt seems to have 
been made to include lime in the group of chemical fertilizers. To do 
so can lead only to confusion. I have met or corresponded with a 
large number of so-called organic farmers, market gardeners, and 
home gardeners, both in this country and in Great Britain, but never 
have L encountered one who did not himself use, and advise others to 
use, lime in one form or another. Most of them prefer limestone to 
hydrated lime but I do not think such preference can be considered 
a fundamental of their creed. Similarly, such materials as phos- 
phate and potash rocks, which always contain many additional trace 
elements, are widely used in the so-called organic method. 

On the other hand, advocates of chemical fertilizers have, in recent 
years, greatly changed their views regarding the value of organic 
matter. Dr. William Ogg, head of the well-known Rothamsted Ex- 
perimental Station in England, still maintains that wheat can be 
grown, year after year, on soil which receives nothing but chemical 
fertilizers, but he seems to be almost alone in his beliefs. Dr. Bear, 
in his statement of your committee, said: 

Organic matter is a very important part of a fertile soil and purely inorganic 
fertilizers will not take its place directly. 


Dr. Bradfield stated: 

The maintenance of a good supply of organic matter in the soil is one of the 
basic objections of good soil management. The proper use of organic matter 
cannot be overestimated. 

The National Fertilizer Association has published an advertising 
booklet entitled “Organic Matter—the Life of the Soil.” In it, this 
statement occurs: 





Soils that are low in organic matter usually produce poor crops. 

Yet, in almost the same breath that your witnesses have given such 
testimony, they have told you that there is not nearly enough organic 
matter to go around. Is that not a gospel of despair? if organic 
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matter is of prime importance, if good crops cannot be grown without 
it, but if the amount available is far short of our requirements, does 
it not follow that the human race faces inevitable starvation? If it 
is true that there is an incurable lack of organic matter, we can look 
forward only to a steady decline in the fertility of our soil, with a 
corresponding decline in food production with which to supply oul 
growing population. 

Of course, it is not true. Fortunately for all of us, it is scarcely 
possible for any statement to be more fantastically untrue. What 
is the source of organic matter? It is vegetation. How does vegeta 
tion create organic matter? By absorbing its constituents from the 
air. Plants manufacture starch, sugar, and cellulose from carbo: 
dioxide and water which they find in the earth’s atmosphere. Even 
the nitrogen in the plant’s protein is derived partly from the air and 
it is a logical assumption that, originally, all of it came from that 
source, As long. then. as the earth has ah atmosphere, the source of 
organic matter Is inexhaustible. 

It is also worth remembering that the disposal of great volumes of 
eXcess organic matter is one of the biggest problems which face the 
governing bodies of all towns and cities. Removal of garbage and 
rewage is a costly and tiresome business. The day when circum 
stances will compel us to return our waste products to the land is 
probably far distant, but no thinking man can believe that the humar 
race can, forever, burn up its capital or run it into the ocean. To 
make up our losses by means of chemical fertilizers or pulverized rocks 
is on a pgr with balancing our accounts by robbing the bank in thi 
next town, Nitrate or potash deposits are not inexhaustible; phos 
phate quarries are not bottomless. The day must come when the bank 
in the next town is as exhausted of reserves as we are ourselves. We 
may leave that problem to posterity but let us not lose sight of it 
altogether ; in the meantime, we can assure ourselves that inexhaustible 
supplies of organic matter are ours for the asking. We know, too, 
that sewage and garbage, by a simple process, can be made into a com 
pletely innocuous and wholesome product of high fertilizing value; in 
fact, that very thing is being done today in various parts of Europe. 
in South Africa, and in our own United States of America. 

What, then, is the real situation that faces us? We have the organi: 
school advocating the addition of minerals to the soil and we have thx 
chemical school urging, just as strongly, the use of organic matter. 
Wherein does the conflict lie? That question can be answered in a 
few words by saying that the chemical school recommends the use of 
highly soluble chemicals while the organic school advocates fertilizers 
that are only soluble and are released to the roots of crops by slow and 
natural processes. 

One of the claims made for chemical fertilizers is that their high 
solubihty renders them more available. Let us examine that theory. 
but first let us realize how fallacious is the commonly held belief that 
the roots of plants drink up solutions of chemicals which are added 
to the soil. The exact method by which plants obtain their nutriment 
is still not fully understood, but all informed persons are agreed that 
the process is a complex one in which the colloidal constituents of the 
soil, or its bacteria, or both, probably play important roles. Without 
dwelling on that aspect of the question, let us consider some of the 
better known chemical fertilizers. 
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The nitrogenous fertilizers, nitrate of soda and sulfate of ammonia, 
are both of high solubility. For either of them to be available, 
weather conditions must be just right. If their use is followed by 
heavy rain, they are washed into the subsoil, from there to the rivers 
and so out to sea—and the farmers’ dollars go with them. Obviously, 
they are ot tnen available. The consequences of a drought can be 
still more disastrous. HH. M. Hofford, discussing this matter in New 
England Homestead for April 2 2, 1950, wrote: 

Experiments showed that heavy fertilization only aggravated conditions due 
to lack of water. With a large amount of fertilizer and not enough moisture, the 
soil solution became so concentrated that the roots of corn plants are browned 
ind killed by the expensive fertilizer that was put there for the good intention 
of feeding the plants 

Merely because a fertilizer is soluble, therefore, it by no means 
follows that it is available. With too much rain, it is washed out of 
reach: with too little, it burns the roots of the plants it was meant to 
feed. 

When we come to superphosphate, we are presented with a situation 
<o fantastic as to be almost unbelievable. Phosphate rock is treated 
with sulfuric acid to render it more soluble. Because of its solubility, 
it re ac ts readily and quickly with compounds existing in the soil to 
which it is added. If the soil tends to be alkaline, the superphosphate 
reacts with any caleium present and reverts right back to the insoluble 
phosphate from which it was made; if the soil tends to be acid, the 
superphosphate reacts with iron, or aluminum, or both, and forms 
compounds which are even less soluble than the phosphate rock. 

These facts are well known to all soil scientists and have been for 
many vears. Professors Lyon and Buckman of Cornell in their stand- 
ard work, The Nature and Properties of Soil (fourth edition, 1945) 
tell us that when superphosphate is added to a soil containing a large 
amount of active calcium, it reverts back to compounds which “un- 
fortunately are quite insoluble and rather unavailable to plants.” On 
the other hh ind, when the soil is acid, the “reversion produc ts are even 
more insoluble.” 

Dr. Firman E. Bear, writing in The Land, autumn issue, 1949, said: 

Long ago we learned that of the total amount of phosphorus and of potassium 
that is applied to a soil, only a small fraction is recovered the first year or even 
over a considerable period of vears. In other words, soils have a tremendous 
capacity to fix or insolubilize these elements, especially phosphorus, 

In New England Homestead for January 27, 1951, William Gilman 
describes some recent work done by Dr. Dale Seiling, chief of the 
Massachusetts Experiment Station, and his associates. We are told 
that they have found that when superphosphate is added to the soil 
it frequently “just sits there, doing nothing, piling up year after year.” 

It seems worth while to summarize the strange life story of super- 
phosphate. It starts as phosphate rock which is mined and trans- 
ported to the factory: there it is treated with sulfuric acid for the 
sole purpose of making it more soluble. This trentment converts part 
of it to calcium sulfate which is of no particular value to any farmer 
in the eastern zone of the country but which acts as a diluent. reducing 
the phosphate content from around 30 percent to around 18 percent. 
This diluted phosphate is then shipped to the farmer who, of course, 
will have to bear the cost of transporting rock from quarry to factory 
and of treating it with sulfuric acid. He adds the doctored rock to his 
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soil and quickly gets a compound either equivalent to the original 
rock or even less soluble. This compound “just sits there, doing noth- 
ing, piling up year after year.” 

So the farmer pays a higher price for a product much poorer in 
phosphate than the untreated rock and one which compels him to add 
a contaminating compound which, in many cases, he would rather 
not have. It seems obvious that the only people who benefit from the 
manufacture of superphosphate are the manufacturers. 

The followers of the organic school protest against such foolishness 
and advise that a soil whic *h needs phospate should get it in the form 
of finely pulverized rock from which phosphate will be released, as 
the crop needs it, through the agency of the organic constituents of 
the soil. 

A statement that has been made repeatedly to your committee is that 
chemical fe — ‘rs give increased yields. For instance, Dr. Bear has 
told you that “by their use acre yields can often be doubled and 
trebled,” Dr. Bradfield has reported to you that “it has been conserva- 
tively estimated that our supply of food and fiber during the war pe- 
riod was increased between 20 and 25 percent by the use of chemical 
fertilizers.” Every year, the United States Department of Agricul- 
ture publishes a volume of agricultural statistics. There is, therefore, 
no need for estimates, conservative or otherwise. The figures are there 
for everyone to see. One can study them in Ms ain to find a basis either 
for Dr. Bear’s trip ling of yields or for Dr. Bradfield’s “conservative” 
estimate of 20 to 25 percent increase in production, by the use of 
chemical fertilizers. 

| propose to examine some of these figures, but before doing so I 
would lke to discuss some of the many factors which determine the 
size of a crop and the yields per acre. First of all, there isthe weather. 
Of all factors, weather is the most influential. A farmer can have 
seed of highest quality, fertile soil, years ot experien e, skilled help, 
and up-to-date equipment, but if the weather is against him, he 1s 
beaten. 

In the 1930's, we had a succession of bad seasons with floods, 
droughts, late wet springs, early fall frosts—every kind of bad 
farming weather. It was probably the worst succession of growing 
seasons in the history of American agriculture. Production slumped, 
yields dropped. In the 1940’s the pendulum swung the other way and 
vear after year we had good growing weather. Farm Journal, in its 
June 1950 issue, referred to this period as “the string of gvood-weather 
years that extended straight through the war and 4 years more.” To 
‘“ompare production in the 1940's with that in the 1930’s leaving weath- 
er out of the picture, would plainly be meaningless and misleading. 
To learn what effect the great increase in the use of chemical fertilizers 
has had, we must find a period of similar weather conditions when 
fertilizers were used in relatively small quantities. 

Because of the exceptional conditions in the 1940's this has not been 
easy, but after going over the records in the office of the United States 
Weather Bureau at the top of the Whitehall Building in New York 
City, I found that the 6 years 1920-25 compared re: sonably well with 
1940-45, although the later period still had the advantage because the 
year 1924 was an exceptionally bad one and pulled down the figures for 
the whole period. 
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Taking our largest cereal crop, corn, I found that production in 
the 6 years 1920-25 was 16,603,000,000 bushels. In the years 1940 to 
1945, production was 17,407,000,000 bushels, an increase of less than 5 
percent. Between these two periods, our population had risen from 
about 110 million, to about 140 million, so our production per head of 
the population, for the 6-year period, had dropped from 150 bushels 
to 124 bushels. 

Such figures certainly do not bear out the claims for chemical fertili- 
zers quoted above. To be fair, however, we should also consider the 
yields per acre as well as the total production. When we do so, we 
make a rather surprising discovery. Although the population be- 
tween the two periods increased over 25 percent, the acreage of corn 
dropped approximately 11 percent. Based on this figure, the yield of 
corn per acre rose 17144 percent. Perhaps it is here that we find the 
use of chemical fertilizers justified. Let us see. Eleven million acres 
had gone out of production. It is certain that these abandoned acres 
were not the most fertile, because labor was scarce and expensive. It 
did not pay the farmer to use his submarginal land. This elimination 
of the acres giving lower yields would, of course, bring about an arith- 
metical rise in the average yield. . 

Also, between 1920 and 1940 much happened in agriculture. The 
Department of Agriculture and the Soil Conservation Service had 
worked ceaselessly at improving farm practices by initiating contour 
slowing, strip cropping, irrigation, better drainage, and so forth; 
het, most important of all, corn acreage is planted with hybrids. 
Richard Crabb, in his book The Hybrid Corn Makers claims for the 
new corn an Increased yield per acre of 36 percent; Q. F. Callender 
of the Bureau of Agricultural Economics, puts the figure at 21 per- 
cent: Dr. Wheeler MeMillen, editor of Farm Journal, puts it at 30 
percent. Yet, with improved farm practices, and the abandonment 
of submarginal lands to help hybrid corn, the increase in yields reached 
a figure of only 1714 percent. In the face of such facts as these, how 
can anyone claim that, over the years, and taking the country as a 
=F chemical fertilizers have increased yields by as much as a 

bushel ? 

I do not wish to weary your committee by quoting detailed figures 
on other crops. Let me merely say that with oats the situation is 
rather worse than with corn while with wheat it is rather better; but 
from any one of them or from all of them put together it is impos- 
sible to obtain any justification for the high claims made for chemical 
fertilizers. 

As for truck farming, the situation is dismal indeed. In the grow- 
ing of vegetables, especially in the Eastern States, chemical fertilizers 
have been freely used for many years, vet the yields per acre for beans, 
cantaloup, cucumbers, spinach, and tomatoes have, in the last 30 years, 
dropped by amounts ranging from 15 percent for tomatoes to 40 per- 
cent for spinach. 

On experimental plots and for a single year spectacular increases 
can sometimes be obtained; but on a large scale and over long periods 
of time the story is very different. The key to high production and 
high yields still remains what it has been through the centuries—or- 
ganic matter supplemented with such rock mineral as may be re- 
quired. That statement is well borne out by experiments made at the 
University of Illinois and reported by Dr. A. L. Lang in an article 
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published in Better ¢ rops with Plant Food in November 1045. Dy. 
Lang gave figures showing vields obtained in seven experimental fields 
which were fertilized only with manure, limestone, and rock phosphate 
over a 4-year period, 1940-45. The average yield was 104 bushels pet 
acre compared with the average for the whole United States of 32 
bushels per acre, ‘| he crop Wis Corn, 

My final point I introduce with reluctance. I do so only 
Committee is 


becaust 
| believe it goes to the very heart of the matter youl 
investigating. 

I have, Hporn My cle sk. t advertisement published ry the National 
Fertilizer Association. I think it is fair to call it a typical adver 


tisement. It contains much truth, as all advertisements must if they 


are to carry conviction It contains many half-truths and some whic! 
barely reach the halfway mark. Krom beginning to end it is ex 
treme!\ biased vain, a necessary characteristic of advertising That 
ter. Its by-line reveals that it was written by a distinguished pro 


fessor on the staff of one of our more Iniportant agi icultural colleges 
On the front page Is an exc llent portrait of the author with a captior 
setting forth some of his achievements and the positions he has held. 

Everybody knows that such things are done and nobody seems to 
care; but what should we think of a distinguished physician, perhaps 
the head of one of our famous hospitals, if he wrote an advertisement 
for a proprietary medicine and not only allowed his name to appear 
but permitted his portrait to be printed on the front page ¢ Llow long 
would he retain his professional standing ¢ lLlow long would he It 
mail il member of the American Medical Association / 

If it is undignified and unethical for a distinguished physician to 
write advertisements for one commercial product, why is it not equally 
undignified and unethical for a distinguished agrononist to do the 
same thing for another commercial product? If some of the pro 
fessors in our agricultural colleges are employees of the National 
Fertilizer Association or of any of its members, can we be quite con 
fident that their teaching is entirely unbiased? If some of the members 
of the staffs of our State experiment stations are receiving compensa- 
tion in any form from the same souree, can we be fully satisfied that 
all their research work is wholly in the interests of the farmers and 
to no slightest degree in the interests of manufacturers of fertilizers, 
materials or equipment used in agriculture ¢ 


potson sprays, or othe 
gentlemen, rests a share of the heavy burdei 


| pon your shoulders, 
of making our country’s laws. I respectfully suggest to you that 
legislation should be introduced making it illegal for any person who 
receives compensation, in any form, from a source connected with the 
manufacture or sale of material or equipment used in agriculture, to 
hold, at the same time, any position on the staff of an agricultural col 
lege or of a State experiment station. 

Mr. Kiervrexp. Is it your position, Mr. Wickenden, that we should 
not use chemical fertilizers at all ? 

Mr. Wickenpen. That is my belief—they should not be used at al 

Mr. Kuemvrenvp. Asa practical matter, do you think that the many 
thousands of farmers could cet along without the use of some chemical! 
fertilizer / 

Mr. Wickenven. I am quite sure they could, because it is being don 


today 
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Mr. Kiernrecp. Where would they get the organic type of fertilizer 
in sufficient quantity so that, as a practical matter, they could produce 
crops ¢ 

Mr. Wickenpen. On a large farm, Mr. Kleinfeld, it must be done to 
a large extent on the farm itself. There must be a rotation of crops, 
one crop, of course, being largely leguminous, so as to get a fixation of 
nitrogen in the soil, and then you must switch over in some part of 
your rotation to grazing. I don’t think the problem can ever be solved 
as long as we have monoculture. It is fundamentally unsound agricul- 
ture to grow one crop on a piece of land year after year. If you switch 
over to grazing somewhere in your rotation, animal droppings provide 
the animal matter and by growing cover crops and plowing them 
under you get vegetable matter. That is the procedure which is fol- 
lowed in well-run organic farms today. 

Mr. Kiernreip. It would be necessary for a farmer to diversify his 
crops ( 

Mr. Wickenpven. Absolutely. I think that must come sooner or 
later. 

Mr. Kiernrevp. And I think you mentioned—I don’t know whether 
you are advocating it—the use of sludge or garbage for organic 
fertilizers. 

Mr. Wickenven. I don’t think I actually advocated it. I think 
I said it was a possibility for the future. Not only a possibility, 
I think again it will be necessary in the long run, because today we 
are taking our minerals from the soil running them into the ocean or 
wast ing them. 

Mr. Kiervrecp. There you would meet problems, I suppose, of 
expense and sanitation; would you not? 

Mr. Wickenpen. Of course, it is very difficult to say offhand, but 
I doubt very much, if the expense would be any greater than the 
expense of chemical fertilizers. Then as far as sanitation is concerned, 
{ am one of the people who can’t see that what we are doing today is 
& very sanitary procedure. It doesn’t matter what city I visit, I ask 
for a glass of ice water and I am given a chlorine highball. 

What we do today is to take our sewage and run it into the lakes, 
rivers, and the ocean, and then we drink the water out of the lakes and 
rivers, and we swim in the ocean. That doesn’t seem to me sanitary 
or very advanced hygiene. 

Mr. Kirinreip. Mr. Wickenden, if a farmer uses some sort of pul- 
verized rock or pulverized rock material as a fertilizer, would you call 
that organic or inorganic? 

Mr. Wickenven. The rocks, of course, are inorganic. This word 
“organic” has been — to this particular method of agriculture, 
but all of us who follow the organic method, as I said in my state- 
ment, use a number of inorganic rocks, such as limestone, phosphate 
rock, potash rock, and so forth. 

Mr. Kiernretp. You wouldn’t exclude them; would you? 

Mr. Wickenven. Certainly not. I would definitely advocate their 
use. 

Mr. Kiernrevp. Although they are inorganic in nature? 

Mr. Wickrenven. Yes. 

Mr. Kiernrecp. But outside of the rock type of material you would 
exclude all inorganic fertilizers? 
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Mr. Wickenpven. All soluble artificially made chemicals; yes. 

Mr. Kuiernrevp. I have no further questions. 

The (CHAIRMAN. This hew product that we read so much about. 
which is put out by a St. Louis concern, I believe within the last 2 
weeks 

Mr. WIcKENDEN. Yes. 

The Cuarrman. That is not an organic material, it adds nothing 
to the soil: is that mght? 

Mr. WickeNpDEN. Well, it is an organic material, but it is entirely 
unaffected by the bacteria in the soil. From what I have read in the 
papers it remains there forever. It is not broken down by bacteria 
lt is apparently a material to improve the texture of the soil. 

The CuarrmMan. It is designed particularly for that clay soil along 
the Atlantic coast: is that right i 

Mr. WickenpDeN. That might be. I wouldn’t know. I say, I know 
very little about it; as I understand, what it does is to improve the 
texture of the soil. It is not a fertilizer. 

The Cuarrman. Don't we have sludge sold commercially? Don't 
many cities reclaim their waste material and have sludge plants ¢ 

Mr. WicKENDEN. Yes. 

The CuarrMan. And that is sold commercially today ; is that right ¢ 

Mr. WickEeNDEN. That is right; Milwaukee turns out a product 

illed milorganite, which is sold by the bag. ) 

The CHarrMAN. And that has value? 

Mr. WicKENDEN. Yes: it has value. I have used it myself on my 
own place. 

Mr. Anerneruy. How do you spell that 

Mr. WickENbEN. M-1-]-0-r-g-a-n-i-t-e. 

Mr. Apernetruy. | have used that material, Loo. 

Mr. WickKENDEN. Yes 

Mr. ApernetTuy. Your testimony is very interesting. I come 
from a farming area where my farmers have used a considerable 
portion of chemical fertilizers. 

Now, as I understand your statement, Mr. Wickenden, the thing 
that you point to is more or less an economic problem. It is your 
opinion that the money which the farmers are spending today for 
chemical fertilizers is resulting in a complete loss to them. 

Mr. WickEeNbeN. I think in the long run it is bound to do so. 

Mr. Aperneruy. Well, now, you are not modifying your statement, 
are you, when you say “in the long run” ¢ , 

Mr. Wickenben. | said, I think, in my statement “over the years.” 
And that the increase in yield brought about by chemical fertilizers 
(usappeared over the years. Temporarily you get an increase. 

Mr. Aperneruy. The point you make is, as I understand you—and 
| want to get this clear that the use of chemical fertilizers in the 
lor gy run does not lmprove the economic status of the farmer. 

Mr. WICKENDEN. I think that is perfectly true, because it doesn t 
improve his soil in the long run. 

Mr. ABERNETHY. It doesn’t improve production of his crops. 

Mr. WicKEeNnpDEN. That is right. 

Mr. Aserneruy. I have visited numbers and numbers of experi 
ment stations where chemical fertilizers in different mixtures—we 
will say in 10, 6, 4, and 4, 8, 12—you understand what that means? 


Mr. Wickenpen. Yes. 
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Mr. Anerneruy. That is the proportion of nitrogen, potash, and 
phosphate, and so forth. 

Mr. WIcKENDEN. Yes. 

Mr. Anerneruy. Where they have used chemical fertilizers in dif- 
ferent quantities and on certain crops over a period of a number of 
years, and these crops will be produced on identical soil, the same 
crop—an experiment plot here and next to it another experiment plot 
and next to that another, and so on. 

Mr. Wickenven. Yes. 

Mr. Anerneruy. And the yield in some of the plots would far ex- 
ceed the yield in the others, all under the same weather conditions year 
in and year out. 

Mr. WickeNvEN. Yes. 

Mr. Anernetuy. How do you account for that’ In other words, 
in these stations it was definitely proven that the yields were improved 
where the chemicals were used as against those where no chemicals 
were used, growing side by side. 

Mr. Wickenpen. I think that is quite possible, Mr. Abernethy; but 
did they have another plot to compare with these chemical plots in 
which nothing had been used but organic matter and ar waco oa rocks ¢ 

Mr. Anernetuy. That is not my point. You make the point that 
the use of the organic matter now might be better than the imorganic. 

Mr. WickENDEN. Yes. 

Mr. Anerneriy. | am not making that point. I am saying we 
take a tract of ground, let’s say 5 acres, and on all 5 acres we plant 
the same crops, the same seed produced from the same particular 
source. 

Mr. Wickenven. Yes. 

Mr. Anerneruy. And the first acre, they plant that seed and later 
fertilize it with a certain type of fertilizer. 

Mr. WickeNpen. Yes. 

Mr. Aserneruy. In the next acre they plant the same seed and 
fertilize that with a certain type of chemical fertilizer. The next acre 
has another type, and the next would have no fertilizer at all. 

Mr. WickeNpen. Yes. 

Mr. Anernetuy. And these experiments prove out, Mr. Wickenden. 
The first acre, let us say, its production would be X, and the next 
acre would be Y or less, and the next acre Z even less. and in the acre 
where no fertilizer at all was used, there would be the lowest pro- 
duction. 

Mr. WickeNpen. Yes. 

Mr. Anernernuy. I am giving you some factual illustrations. Now 
how do you account for that? IT am not disputing your statement ; 
I am asking you how you reconcile those experiments with your 
statement. 

Mr. Wickenpen. I reconcile them with the statement by the word- 
ing I used in my statement—that for a time chemical fertilizers will 
increase yield, but you are doing it at the expense of the organic mat- 
ter in the soil. 

Mr. Anerneriy. You didn’t say in your statement that it was 
destroying the inorganic matter. 

Mr. Wickenven. Destroying the organic matter. 

Mr. Anerneruy. Did you make the statement—— 














CHEMICALS IN FOODS AND COSMETICS 1087 


Mr. WicKENDEN. I don’t think I made the statement that—— 

Mr. Apernetiuy. Did you make the statement “destroying the o1 
ganic matter with the use of chemicals” 

Mr. Wickenpen. | don’t say destroying it. This is what I think 
happens, if I may go into this a little more in detail. 

When you add a chemical fertilizer to the soil, I think the first 
thing that happens sa great increase in the bacterial content of the 
soil. Now the normal way by which all crops obtain their nourish 
ment 1s from the breakdown of the humus in the soil by the bacteria 
n the soil. If you ret a great increase in the number of bacteria, 
you get an increase in the rate of breakdown of the organic matter o1 
the humus, as it is called, and that is what brings about the increase 
in the yield of the « rop. 

As I reeall, when Dr. Albrecht, I think it was, was eviving evidence 
to your committee 

Mr. Apernetuy. Yes 

Mr. WICKENDEN. He made some remark—lI ‘ int repeat t ver 
batim, but something to this effect: that when you add chemical fer 
tilizers to your soil, some — le say you are destroying the soil: you 


are not destroying the soil at all, what you are doing is using it up 
more quickly; and I think that is true. Have I made myself clear 
now ¢ 


Mr. Asernetuy. I don’t know whether you have or not. I can’t 
reconcile your statement with what you have said now. 

As I understood your statement, you left a definite impression that 
the addition of chemical fertilizers would not increase the yield, and 
I firmly believe, Mr. Wickenden—I may be absolutely mistaken, but 
this is my firm conviction about it—I believe if you were to withdraw 
all chemical fertilizers from the market today, there would be a 
famine in this country in a few years’ time. I honestly believe that. 

Mr. WicKENDEN. We got ourselves into a mess, Mr. Abernethy. 

Mr. Anernetuy. Maybe we have. 

Mr. WickeNpen. You can’t get out of a mess in 10 minutes. It 
might take us many years to get back to a reasonable, sound scientific 
form of agriculture. But I don’t advocate passing a law stopping the 
sale of all chemical fertilizers tomorrow. 

Mr. Anerneruy. I am not taking the position that either the chem- 
ical or organic is better than the other in this discussion. I am not 
taking a position on that at the present time. I may have an opinion 
about it. I don’t take the position one is better than the other, but I 
do take the position that the use of chemicals does increase the vield 
of the crop. 

Mr. Wickenben. I think it does temporarily. Mav I read this from 
my statement ¢ 

Mr. Anerneruy. Certainly. 

Mr. Wickenpen. On e xperime ntal plots and for a single year spec- 
tacular increases can sometimes be obtained, but on a large scale and 
over long periods of time the story is very different. 

Mr. Anernetuy. Well, how long? 

Mr. Wickenpen. We will take some of the experiments at Roth- 
amsted. They ran an experiment—you always hear about the wheat, 
but you never hear about the barley there. They ran a test there, as I 
remember, for a period of 70 years, and they made—— 
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The Cuarrman. How many years? 

Mr. WickenpEN. Seventy. 

The CHarmman. Seven ought? 

Mr. Wickenven. Yes, 70 years. 

They made a direct comparison between farm manure and chemi- 
cal fertilizers. I am speaking from memory, so the figures may not be 
exactly accurate. It was something like this: for the first 20 years 
the chemical fertilizers were winning out, but subsequently the yields 
from the chemical fertilizers, those plots, began to go down and down. 
At the end of 70 years the yields were so bad they stopped the ex- 
periment. The plot that had been treated with farm manure, farm 
manure only, mind you, without any phosphate rock or anything else, 
just farm manure, the yields from that plot were still holding up very 
satisfactorily, and in the last 30 years of the test the yields “from the 
plot treated with farm manure was 30 percent higher than that from 
the chemically treated plots. 

Mr. Asernetruy. I would like to call attention to one other thing, 
Mr. Chairman, and then Iam through. I am sorry I have prolonged 
this discussion so much. 

Mr. Wickenden, in the last paragraph of your statement, you have 
referred to something which, if true, is rather alarming. Now I want 
to get this on the ree ord ¢ learly. 

Do you make the charge that an appreciable number of people 
holding positions with the agricultural colleges of the country and 
the agricultural stations are aiso on the payrolls of the chemical 
manufacturers ¢ 

Mr. Wickenven. I know that some of them are. How many, of 
course, a private citizen is in no position to find out. But what I sug- 
gest is that the temptation to do such a thing should be removed by 
making it——— 

Mr. Aperneruy. Of course, that would have to be done by the 
State legislatures who supervise the agricultural colleges. After all, 
most of them are State institutions. None of them are Federal in- 
stitutions, they are State institutions. 

Mr. Wickenpen. I am not a legislator, so I do not know the details 
of the procedure, but I certainly think it is something that should re- 
ceive a great deal of attention. 

Dr. Heprick. How long have chemical fertilizers been used in this 
country ¢ 

Mr. Wickenpen. How much? 

Dr. Heprick. How long? 

Mr. Wiexenpen. I think it goes back in a very small way, probably 
40 years, but they did not really come into very great use until the 
late 1930's or early 1940's. There has been a very big increase in the 
last 10 or 12 years. 

Dr. Heprick. What is the cause of that increase ? 

Mr. Wickenpven. Well, I suppose it is good salesmanship. 

Dr. Heprick. Do you think the American people are so easily 
fooled that they would fall for something over a period of 20 years? 

Mr. Wickenpen. I don’t say they are easily fooled. When you have 
so many of the agricultural colleges preaching chemical fertilizers, 
Dr. Hedrick, how can you say the farmers are easily fooled, when they 
are under such tremendous pressure. The farmer is taught the use of 
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chemical fertilizers by the experiment stations, by the agricultural 
colleges. Almost all the big ones are preaching chemical fertilizers. 

Dr. Heprick. You take a poor old farmer out in the country who 
does not know anything about the theories taught in colleges, all he 
knows about is plowing the soil and what he raises. I know farmers 
who have doubled crops by the use of chemical fertilizers. 

Mr. WickreNnbeN. It is possible, because they may have let the soil 
run down. But you must always make a comparison between chemi- 
cal fert ilizer and a properly fed soil w hich has been kept in good shape 
by use of organic matter and possibly pulverized rocks and so forth. 

Dr. Heprick. That is all. 

The Cuatrman. Mr. McDonough. 

Mr. McDonovucu. Doctor, do you think lime and phosphate are 
essential to soil in bringing about an increased production of the crop / 

Mr. Wickenpen. Well, I know that lime is very helpful. I know 
that on my own land, which I brought 7 years ago, it has been very 
helpful, because the soil when | welt there Wis extremely acid, and 
when we tested it, we found it had a very low pH. I feel sure I 
couldn’t have brought it to the present state of high fertility without 
the use of ground limestone. 

Mr. McDonovueu. In other words, the reason I ask that, the so-called 
chemical fertilizers, which you call inorganic, and organic fertilizers, 
which are always, we have to admit, both chemical— 

Mr. WickKENDEN. Yes. 

Mr. McDonoueu. In the organic field we don’t get much lime and 
phosphate, we gel mostly nitrogen and stimulation of the humus of 
the soil through the other materials that may be used, in the droppings 
of the animal and vegetation. 

Mr. WickENDEN. Yes, sir. 

Mr. McDonovcu. Of course, the organic developm«e nt, the feeding 
of the soil with an organic compound is a slower process than the 
stimulation of the soll with the chemical soluble lime and phosphate. 
Is that not true / 

Mr. Wickenpen. I think it is true to a limited extent, ves. 

Mr. McDonovuen. As I gather from what you say, over the long 
run the lime and phosphate, the so-called chemical fertilizers which 
are soluble, and given good weather conditions, where they get into 
the plant food and are not absorbed in the soil and burn the reot up, 
they will eventually rob the soil of many of the organic chemicals 
that should be retained and would be retained if you used ah organic 
fertilizer ? 

Mr. Wickenpben. That is right. 

Mr. McDonovcn. Now, of course, that is all very interesting eco- 
nomically from an agricultural point of view, and I appreciate the 
interest Mr. Abernethy and Mr. Jones and Dr. Hedrick have shown. 
The purpose of this committee was to find out if in the use of any 
fertilizer, organic or inorganic, the material used in the production of 
the plant life and the food would eventually get into the human 
system in some potsonous form. Do you have any testimony along 
those lines? 

Mr. Wick! NDEN Absolutely none, 

Mr. McDonovenu. Do you have any belief—well, we will ask the 
question this way: Do you think the chemical fertilizers, which in- 
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pounds, that the use of those would possibly bring about some poison- 
ous conditions in the plant food quicker than the use of vegetation ? 

Mr. Wickenpen. May I say this in reply—the only suggestion I 
ever heard that chemical fertilizers produce anything poisonous in 
the crop is the one that was brought before your committee, in which 
it was suggested that excessive nitrates in the soil might result in 
excessive nitrates in the crop, and that those excessive nitrates would 
break down in the human body and cause damage. 

Mr. McDonovcu. That is known to occur in animal life. 

Mr. Wickenpen. That is the only case I have ever heard of. And 
with regard to superphosphate or muriate of potash, or any of those 
fertilizers, it is quite inconceivable to me they could result in anything 
poisonous in the crop. 

May I go just a little further? I think it has been conclusively 
demonstrated that crops grown with organic fertilizers contain health- 
giving ingredients which crops grown with chemical fertilizers do 
not contain, and on that point Tam quite convineed. There is so much 
all through the scientific literature to prove it, that I don’t see how 
there can be much argument. 

Mr. Anernetiy. Will the gentleman yield / 

Mr. McDonoven. Yes. 

Mr. Anernetiy. Is that an opinion, or have you made some experi 
ments to prove it ¢ 

Mr. Wickenpen. I can keep you here all afternoon- 

Mr. Anernetuy. You have made some experiments ¢ 

Mr. Wickenven. Let’s go back 

Mr. Anernetuy. I wouldn’t ask you to— 

Mr. McDonoven. Answer “Yes” or “No.” Have you made experi. 
ments ¢ 

Mr. Wickenpen. Oh, no; Lam not a medical man. 

Mr. McDonovceu. Have you made experiments in the production of 
vegetables and food from the soil with organic fertilizers that you 
know are more healthful and more nutritious than the plant life pro- 
duced by chemical fertilizers ¢ 

Mr. Wickenpen. No: Iam bound to say “No” to that. 

Mr. McDonovucenu. In other words, you are theorizing ¢ 

Mr. Wickenpen. No, Iam not theorizing. I can quote you the ex- 
periments that have been made by much more competent persons than 
Iam in that field, by doctors and dietitians and so forth. 

Mr. McDonoven. Let me ask you this: Is the possibility of the loss 
of a crop from the use of chemical fertilizers more potential than the 
possibility of loss of a crop through vegetation and organic fertilizers ¢ 

Mr. WickenveEN. The loss of a crop / 

Mr. McDonoucnu. Yes. 

Mr. Wickenpen. Yes, I think you have a much safer crop if you 
have a soil which is rich in organic matter than if vou rely on inorganic 
chemical fertilizers. 

There are two reasons for that: First, with chemical fertilizers, the 
roots tend to stay nearer the surface because that is where the food is. 
The crop is then less resistent to drought. The other reason is it has 
been found repeatedly that crops fed with chemical fertilizers tend to 
lodge—I mean they fall down in bad weather more than crops grown 
with organic fertilizers. 
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Mr. McDonovenu. Thank you very much. That is all 

The Cuarrman. Anything further ¢ 

Mr. Kuiernrevp. Nothing further. 

The CuarrmMan. Thank you very much. 

Mr. Wickenpven. Thank you. 

The Cuarrman. Call your next witness. 

Mr. Kurinrecp. Mr. Levin. 

The CuarmmMan. Your name and address / 

Mr. LEVIN. Franklin Levin. 1452 North Randolph sstreet, Ph la 
delphia. 

(The oath was administered by the chairman. ) 

The CHARMAN. You may proceed. 


TESTIMONY OF FRANKLIN LEVIN, PRESIDENT, CURLEY CO., INC., 
PHILADELPHIA, PA. 


Mr. Kueinrecp. Mr. Levin, vou are president of the Curley Co 

Mr. Levin. Yes. 

Mr. Kueinrecp. What are your duties / 

Mr. Levin. Management of the company 

Mr. Kiuemrevp. Do you have any scientific or technical background ¢ 

Mr. LEVIN. | had foul technical courses 1 chemistry il Temple 
University. 

Mr. KLEIN FELD \) aa «| you recelve a degree fron ‘Ten ple 

Mr. Levin. No 

Mr. Kurinrecp. That is the extent of your technical experienc 

Mr. Levin. Yes. 

Mr. Ini ELINFELD Please read you statement 

Mr. Levin. The telegram of December 7. 1951. from Hon. James J 
Del nev, ¢ hairman of the House Select Committee To lt vestigate the 
Us ot Chemicals l ood Products. has been rece ved Al ad ti know 


, 


edged as requested 

I} e ( irley Co.., I cC.. W I] be represel ted at the hear ner se hed) led 
for 10a. m.on January LO, 1952, in New York City, by Franklin Ley 
pres dent of the cor poration, 

The Curley Co., Inc., currently manufactures the following cos 
metic products: dandruff-treatment shampoo; lather-oil shampoo: 
cream with egg shampoo; latherless-oil shampoo; concentrated cream 
shampoo; concentrated lather oil shampoo; permanent-wave lotion, 
machine type; permanent-wave lotion, cold-wave type; cuticle re 
mover; nail-polish remover; all-purpose cream, cold-cream type: 
hand lotion; hair cream oil: hair lacquer; after-shave lotion; brush 
less shave cream: lather shave cream: concentrated shave cream for 
latherizing machine; taleum powder; bubble bath; and liquid 
deodorant. 

The ingredients ontained —_— 

Mr. Kueinrevp. Mr. Chairman, I suggest he skip the names and they 
be put in the record as though read. 

The Cuamman. Very well. 

Mr. Levin. The ingredients contained in the foregoing products are : 

(A list of the ingredients is in the files of the committee.) 

Curley Co., Inc., before manufacturing for distribution a new 
cosmetic product, follows this procedure : 
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The laboratory checks the literature, the suppliers of raw materials, 
and competitive products. With this information at hand, series of 
samples are formulated and checked for various chemical and physi- 
cal properties. After one of these formulations is acceptable to the 
luboratory, the product is used by the personnel and people in close 
association with the company. If this test proves catielasteny, the 
company then distributes the new product to a limited sampling of 
beauty shops, and more individuals. If this stage of the test is satis- 
factory, the product is then distributed to a jobber for sale in a local 
area. If these reports are satisfactory, the company is prepared to 
(listribute the new product on a general basis. 

Curley Co., Inc., has for many years maintained a control labora- 
tory which is used to insure that each batch of product conforms to 
the established chemical and physical standards. No laboratory ani- 
mals have been used but limited patch testing has been done on humans. 

Recently, when the Curley Co., Inc., made some changes in its 
dandruff-treatment shampoo, the new product was tested in the eyes 
of animals, in accordance with Food and Drug Administration 
methods. The testing on the animals was conducted in the Curley 
Co. laboratory. The results, together with the formulation, were 
submitted to the Food and Drug Administration, who found no ob- 
jections. An independently operated toxicology laboratory confirmed 
these tests. 

Curley Co., Inc., is organizing a system for studying all of its 
cosmetic products for toxicity. Tests on some of the products have 
already been started. 

This company is very much in favor of the investigation and study 
of the use of chemicals in the cosmetic industry. It is willing to 
cooperate with the committee to the best of its ability. 

Perhaps cosmetic manufacturers should be licensed or registered, 
so that the Food and Drug Administration could communicate with 
them directly, making available to them standards, methods of tests, 
changes, listings of unsafe chemicals, et cetera, or other pertinent 
information that might develop. This would appear to be preferable 
to the present indirect methods of obtaining idemetien from pub- 
lications, trade associations, or from Government agencies by specific 
inquiry. 

It is thought that it would be most helpful, both to the manufac- 
turers of cosmetics and to the public generally, if the Food and Drug 
Administration established specific tests for particular classifications 
of products. For instance, if there is a reasonable danger that a 
particular cosmetic might affect a part of the body for which it is not 
intended, but which might be contacted during conditions of use 
as are customary and usual, the Food and Drug Administration 
should specify that the cosmetic in question be tested for toxicity, to 
that specific part of the body, or by a specific test which would elimi- 
nate any doubt. 

It is suggested that standard formulas be established for cosmetics. 
For instance, a range of percentages and ingredients contained in a 
product could be set forth. Then, if a manufacturer complied with the 
established standards, no further elaborate pretesting would be neces- 
sary. This would be economical for the Government, the manufac- 
turer, and the public. It would also keep regulatory details to a 
minimum, Products not falling within a standard formula should be 
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pretested for toxicity. Standard methods of testing should be devised 
and published in order to eliminate the possibility of future discrep- 
ancies ; the results of the tests conducted by the Food and Drug Admin- 
istration prior to marketing, or during routine inspections. These 
tests are very costly at present. This new volume of work based on 
production should reduce the cost and bring it within the scope of 
small companies, 
Perhaps it would be helpful to include within the regulations chemi- 
il ingredients which are sold to manufacturers for use in cosmetics. 
If the burden of establishing toxicological data is on the producer of 
isic materials, this would be of general economic value, since among 
ther advantages, the ingredients would be tested at the source instead 
f by the man y mal ifacturers of cosmetics. In addition, it should be 
required that the supplier of raw materials change his product name 
or number when any changes in the raw materials are made. Products 
ipported by laboratory data should not be offered on a nonwarranty 


ISIS, but should be giuaral teed as represented. It is not suggested 


at a manufacturer be required to test a chemical for use in a cos- 
hen such a chemical is not mtended for this purpose. If a 


osmetic produce " clesirs Sto nse such nn he mi al. the burden should he 


metic W 


pon him to do the necessary test ng of the raw material as well as of 
his finished product. 

If any additional ntormation is required, this OMmpans will be 
vlad to furnish it. 

Phe CHarrmMan. Mr. Kleinfeld. 

Mr. K LEINFELD Mi Lev n., are the products which vou list In voul 
tatement all the } rodi ts which you now make or have m rele in the 

en? past ¢ 

Mr. Levin. Within the last vear. anvway. 

Mr. Kueryrecp. And does the list of ingredients which vou hav 

ed this committee contain all the eredients which vou now 
e or have used in the recent past ¢ 

Mr. Levin. I noticed one or on and one correction 

Mr. Kiemnrecp. What that ? 


\I Lzvix. Polvethvlene. ester of mixed fatty acids and resin acted 
om Potassium bromate is another. ; 

Wi esc! ea OMe the product with the om on oft the arvl 
udical It is alkyl rvl polvethvlene oxide. which we dese} hed > 
ilkv] polvethvlene oxic 


Mr. Kretnreip. Does that complete the list ¢ 

NI LEVIN. So fara I know. 

Mr. Kurryretp. Do you submit your cosmetics to the cosmetics 

ommittee of the American Medical Association for acceptance / 

Mr. Levin. No: we do not. 

Mr. Kietnrerp. On page 2 of your statement, you say your com- 

ny has for many years maintained a control laboratory which is 
used to insure that each batch of product conforms to the established 

hemical and physical standards. You say, “no laboratory animals 
have been used, but limited patch testing has been done on humans.” 

What kind of personnel do you have in this laboratory? 

Mr. Levin. There is a chemist who has been in the industry for 
quite a number of years. His name is Ben Levitt. His background 
goes back probably to 1910, when he attended Columbia—no, I believe 
it was City College of New York, as a special chemistry student. He 
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has written more than 50 technical articles and recently had a book 
published. 

Mr. Kieinrecp. Anybody else ? 

Mr. Levin. On a full-time basis, that is all. 

Mr. McDonoven. You mean he is the man who does the testin r, he 
is the person who tests the product before it is released to the public? 
Is that the question? 

Mr. Levin. That was the chemical testing. 

Mr. Kuetretp. What other testing do you do? 

Mr. Levin. The other testing is that we use—— 

Mr. Kureinretp. Who is “we”? 

Mr. Levin. Well, Mr. Levitt, myself, my brother, my family em- 
ployees in the factory. 

Mr. Kurinrectp. How many altogether? 

Mr. Levin. Well, it usually starts off with a half a dozen, and then 
another half a dozen or a dozen, and that is the initial stage. 

Mr. Kuieinrecp. About a dozen ¢ 

Mr. Levin. At least a dozen before we send it out to beauty shops, 
which we have to test our materials. 

Mr. Kurinrecp. What kind of tests are performed on these dozen 
persons ¢ 

Mr. Levin. They are primarily use tests. If it is a shampoo, it is 
put on and rinsed according to the directions. 

Mr. Kurinretp. Who checks the results which you obtain? 

Mr. Levin. Either I do, or Mr. Levitt, or it is usually a combination, 

Mr. Kuernrevp. Mr. Levitt is a chemist, and you have no training, 
have you, in the scientific field ? 

Mr. Levin. As I mentioned, I had technical courses at Temple but 
did not include any degree work. 

Mr. Kuernrevp. Do you employ the services of a dermatologist ? 

Mr. Levin. No. 

Mr. Kieinreip. So your patch tests are conducted on about 12 peo- 
ple; is that right? 

Mr. Levin. Yes. On the patch testing, when we have run those we 
have a physician who has checked these people. 

Mr. Kurinrecp. What do you do with your shampoos in the way of 
testing ? 

Mr. Levin. Well, it has just been on regular use tests. It has been 
tested on individuals for use, and then to beauty parlors on a limited 
scale. 

Mr. Kueinretp. Do you put drops of the shampoo in the eyes of 
these 12 persons? 

Mr. Levin. No; but at present we put the shampoo in the eyes of 
rabbits, after some recent dise ‘ussions with the Food and Drug Admin- 
istration. We were just advised of the particulars which are used 
specifically for determining the safety of shampoos in the eyes. 

Mr. Kuerxrenp, Just advised, you say. Did you ask them for advice? 

Mr. Levin. No. At the end of August we were notified by the 
department that they had some complaint on the product, and we had 
heard that a shipment made to a customer had es seized, and we 
were to discuss the product with them in Washington. 

Mr. Kie1nrecp. When was this? 

Mr. Levin. The end of August. 
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Mr. Kieinrecp. What year? 

Mr. Levin. 1951. 

Mr. Kieinrecp. Did you receive any complaints from any con 
sumers prior to that time? 

Mr. Levin. We had received three complaints. One was in Febru- 
ary, another was approximately April, and there was a third one in 
June. And on these complaints we were notified that the product had 
gotten into the perso! ’s eve. And in one case the doctor had asked 
what was in the material and we wrote him about it and gave him the 
information. When we checked with him later, he determined that 
some of the material had gotten into this woman’s eye and she had 
not rinsed it sufficiently, and he had irrigated it and that it was all 
right. 

Mr. Ku INFELD. What was the nature of the complaints received 
from these three persons ¢ 

Mr. Leven. That the product had gotten into the eve. 

Mr. Kiuervrecp. And had caused what / 

Mr. Levin. An irritation and a burn. 

Mr. KI EINFELD. What did you do when you vot these complaints — 
did you recall your product ¢ 

Mr. LEVIN. No: we didn’t recall the product until later in the year, 
but what we did at the time was to turn the complaints over to the 
insurance company, who followed them up, and they discharged them 
is no injuries, that they were just normal complaints. 

Mr. Kiervrecp. What do you mean by normal complaints ? 

Mr. Levin. Well, they were just irritations, there was no absolute 
injury or damage to the eye. 

Mr. McDonoven. Will the counsel yield ? 

Mr. Kuervrevp. Yes. 

Mr. MceDonoven. What was the material that you found was ir 
ritating to the eve that was in your product ¢ 

Mr. Levin. According to the tests that we have been doing in the 
last few months, we found it is the alkyl aryl polyethylene derivative. 
In the concentration we were using it, it was in excess of the quantity 
which was to be tolerated by the eye 1n accordance with the methods 
that are used by the Food and Drug Administration. 

Mr. McDonoveu. Is this a product that is under a brand name, or 
is this a bulk material that is delivered to beauty shops for their use? 

Mr. Levin. The material was sold to the beauty parlors. 

Mr. McDonovucu. As bulk material? 

Mr. Levin. In gallons and quarts. 

Mr. McDonoveu. It is not something you can go in the drug stores 
and buy in small quantities ¢ 

Mr. LEVIN. It is not sold over the counter. However. we did pack 
n S-ounce bottles prior to the recall. 

Mr. McDonovueu. This particular chemical you found was irritat- 
ing to the eye, why was it added to the shampoo at all? 

Mr. Levin. It was an ingredient that was thought to be one that 
would make a good ingredient as far as the shampoo, and the purpose 
of the product was concerned, and when it was formulated it had not 
occurred to us that the product could be tested in the eyes of labora- 
tory animals. 

Mr. McDonoven. Is it an acid base? 
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Mr. Levin. It is a combination of polyethylene oxide. 

Mr. McDonoueu. It is organic? 

Mr. Levin. It is an organic compound ¢ 

Mr. McDonovuen. A synthetic compound ¢ 

Mr. Levin. Yes. 

Mr. McDonovuenu. And since you found it was irritating to the eye, 
even in spite of the fact your insurance company reported it was not 
serious damage, what did you do about the quantity you put in future 
batches ? 

Mr. Levin. Well, we recalled the material that was on the street, 
and we tested new formulations in the laboratory in the eyes of 
animals according to the standards that were set forth in this test, and 
after we had a product that we thought was satisfactory for the 
purpose, as well as satisfactory for nonirritation, we took the results 
to the Food and Drug Administration, discussed the formulation with 
them, showed them the results of the tests we had been running on 
the animals, and they seemed satisfied that it would be all right to 
remarket the product. We at the same time had the tests confirmed 
by an independent toxicologist. 

Mr. McDonoven. That is the case you referred to in your testi- 
mony here on page 2—that is, page 2 of your letter to Mr. Kleinfeld? 

Mr. Levin. Yes. 

Mr. McDonoven. I am reading page 2, the last paragraph. 

Mr. Levin. Yes. 

Mr. McDonoucn. You stated: 

The new product was tested in the eyes of animals, in accordance with Food 
and Drug Administration methods, The testing on the animals was conducted 
in the Curley Co. laboratory. The results, together with the formulation, were 
submitted to the Food and Drug Administration, who found no objection. An 


independently operating toxicology laboratory confirmed these tests 
As a businessman now, don’t you think it would be very wise for 


you to have a toxicologist or a dermatologist check your own chemical 
laboratory and your formulas before you get any complaints on your 
product ¢ 

Mr. Levin. We certainly do, And while we were even running 
these tests ourselves on the revised formulation, we had a doctor in 
reviewing the tests and working along with us on them. We now have 
plans to have all of our cosmetic products tested according to the 
various methods. 

Mr. McDonoven. And you think the cosmetic manufacturers ought 
to be registered with the Food and Drug Administration and any new 
produc tre ported to them before it is used ? 

Mr. Levin. Yes, I do: and [ feel there should be a direct flow of 
information from the Food and Drug Administration to the manu- 
facturers, so that as soon as they get any word that any product or 
ingredient might not be safe, that information could be’ immediately 
sent to various manufacturers, and anyone using those ingredients 
could automatically check into it. 

Mr. McDonovenu. Don't the cosmetic people have a research labora- 
tory that they all belong to, and which runs tests, like some of the 
manufacturers in food products? Isn’t there any such institution ? 

Mr. Levin. I do not know of it. 

Mr. Kietnreip. This is a good point to recess until after lunch, and 
I will ask Mr. Levin to come back, 
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The CHarRMAN. We will recess until 1:45 or as close to it as we 


can. 
(A recess was taken at 12:40 p. m., until 1:45 p. m.) 


AFTERNOON SESSLON 


The CHarrRMaAn. Let the committee be in order. 
Mr. Ley in is recalled. 


TESTIMONY OF FRANKLIN LEVIN—Resumed 


Mr. Kurinrecp. Mr. Levin, 1 would like to read to you a report 
made to this committee by the Food and Drug Administration COl 
cerning two shampoos which were on the market during 1951, and 
after I finish reading, I will ask you whether one of the shampoo 
products was Yours, 

Here is what the ood ind Drug Admin stratiol told t| on 
mittee : 


During the month of August 1951 the product of two shampoo manuf: 
turers has been found contain ingredients hii re s ilicant dane! 
hen introduced into human eyes Both of these products employ polyoxys 
lene group surface active agents tovether with a quaternary compound as 
ctive principles of the called dry shamy rhe two manufacturers 
i quired wide distribution had received a considerable im 
plaints from customer vhose eyes had been injured | inadvertent contac 
th the shampoo mate Pharmacological tests n animals ace tl 
Administration confirmed the dangerous character of the ate! wher 
uct nto the eye, nad «ce strated that the products | e the property of 
od ! hn opa é ea, whi i ! hae esicht f is 
a it | t \ecidel t S I 
! e is sucl ! } ( 
e is consist ! ! 
ing the hair 
\ I in ‘ itis l = ( 
é ove Cl m th hil ‘ 
: é In ithe ‘ ii any pr I é r bee l b 
S ( ! utact th aL he t i 
il) } ‘ irery li} hood ~ hy cli 
| be dangerous ‘ eres 
Pp mu 
‘ ~ f ‘ } ‘ = ; ‘ 
Ge +} or " " ‘ = f } 


\\ is on of the 
Mr. Levin. Yes. 
Mr. Kiernrecp. You said that the injury which had been ea 
i 1ust an irritation, whereas the ood ’ (| Drug Adn strat 
t i that an opa ty of the cornea was « ed wl Lt] 
aht for L persiste 1 period of t me, 1f not prt rmanently. 

Would you call that a temporary irritation ¢ 

Mr. Levin. The complaints that we had were, as I described then 
rhe te ts of the shai poo on laboratory animals co ld pore duce the 
corneal opacity. 

Mr. Ki EINFELD. A} d you ¢ hanged the formula some time after Vou 
had received complaints and the Food and Drug (Administration had 
communicated with you; is that not right 4 

Mr. Levin. Yes, that is correct. 

Mr. Kiemrecp. And your product was seized by the Government. 
was it not? , ) 
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Mr. Levin. Yes; prior to the time of our recall. 

Mr. Kierrexp. Is it not a fact that with respect to your older for- 
mula, which was used in the shampoo which caused this eye injury, 
you really didn’t conduct any testing ¢ 

Mr. Levin. Yes; on animals, that is correct. 

Mr. Kueivrevp. Well, what tests did you perform / 

Mr. Levin. As I said before, we had used the shampoo on per- 
formance tests. 

Mr. Kieinrerp. You used the shampoo on how many people? 

Mr. Levin. Exactly how many—— 

Mr. Kiernrevp. Exactly how many, if you recall. If not, approxi- 
mately how many people did you use this shampoo on ‘ 

Mr. Levin. There must have been a dozen people around the place. 
Then we had some local beauty parlors testing the shampoo for a 
period of time. 

Mr. Kieinreip. How did they test it / 

Mr. Levin. Just for performance. It hadn't occurred to us to test 
it for eve injury. 

Mr. Kuernreip. They used it on people who came in for shampoos? 

Mr. Levin. Yes. 

Mr. Kurinrecp, That was testing after the sale, was it not? 

Mr. Levin. Yes. 

Mr. Kuernrecp. And it did not occur to you that the shampoo 
might get into the eve of a person using it / 

Mr. Levin. The fact that the product might not be safe had not oc- 
curred to us and the testing had not. 

Mr. Kiernreip. What other products do you make ? 

Mr. Levin. We make shampoos of various types, as listed, and we 
get into permanent wave lotions, several manicuring preparations. 

Mr. Kuemnrecp. Permanent wave lotions? 

Mr. Levin. Yes. 

Mr. Kiernrexp. Did you test those products in any way ? 

Mr. Levin. No, sir; we have not. Those products we have been 
manufacturing for many years—15 to 20 years. 

Mr. Kueinrecp. With respect to those products which are used 
on the face or on the hair or on the head, did you put them in the 
eyes of any eXperimental animals or the eyes of people before you 
marketed them / 

Mr. Levin. No, we didn’t. It was not until we had had this meet- 
ing with the Food and Drug that we learned the method for such 
testing. 

Mr. Kiernreip. How soon after you got the first complaint about 
your shampoo did you take any steps at all to withdraw your product 
from the market ¢ 

Mr. Levin. The first complaint was February. The second one was 
March or April, at which time inspectors from the Food and Drug 
Administration came into the place to check up on the details of the 
product, manufacturing procedure, and that was about 6 months prior 
to the next complaint, at which time we were advised by the Food and 
Drug Administration of the potentially dangerous aspect of the 
product. 

Mr. Kierretp. When did you recall your product ? 

Mr. Levin. At the end of August, before the beginning of Sep- 
tember. 
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Mr. Kux1nrevp. So that, although you received complaints begin- 
ning in February, you did not take steps to remove your product from 
the market until late in August, or early in September; is that right? 

Mr. Levin. That is correct. 

Mr. Kuie1nreip. Now, after this experience with your shampoo, you 
then conducted tests and changed your formula: is that correct ? 

Mr. Levin. Yes, sir. 

Mr. Kueinrevp. Did you take steps to perform adequate testing on 
all the balance of your cosmetic line ¢ 

Mr. Levin. That is in process now. We have already started run- 
ning some of the products; and we are working on a plan to have 
the complete line tested for toxicity. 

Mr. Ku INFELD. Meanwhile. however, all your products are being 
sold on the market ? 

Mr. Levin. Yes. 

Mr. Kueinrevcp. After the experience with your shampoo which 
caused this eye damage, did you consult any eye specialists or other 
doctors ¢ 

Mr. LEVIN. We discussed the problem with an independent toxXl- 
cological laboratory, a physician— - 

Mr. Kuerrevp. What did he tell you? 

Mr. Levin. Pardon me? 

Mr. Kueinrevcp. What did he tell you? 

Mr. Levin. Well, the Food and Drug Administration pointed out 
the tests on rabbits. and we were referred to the method of testing 
and the procedure, and it was apparent that according to this tech 
nique the product was dangerous to sell. 

Mr. Kueinrevp. Didn't this doctor tell you that the ingredients 
contained in your shampoo were capable of causing severe eye injury ¢ 

Mr. Levin. We had agreed on that point when the information was 
pointed out. 

Mr. Kiernrevp. No further questions. 

The Cuarrman. How many products do you manufacture ? 

Mr. Levin. I have them listed here. 

The Cuarrman. About how many of them ¢ 

Mr. Levin. It looks like 27 listed. 

The Cuairman. Will you describe to us how you mix those products 
in your factory? Do you make them up in batches ¢ 

Mr. Levin. Yes, sir. 

The Cuarmman. And how many gallons would you make up of a 
pro luct, say, ata time ? 

Mr. Levin. It depends on the particular product. Some batches 
ive 1,000 gallons, other batches are 1,500 gallons, others might just 
be 50 gallons. 

The Cuarmman. And what precautions do you take in adding the 
amount of each ingredient called for in the formula ? 

Mr. Levin. A formula card is written up in the laboratory for the 
particular batch, and it is taken out into the plant where the items 
ire weighed out and checked and put into the batch. 

The Cuarmman. Who does this work ? 

Mr. Levin. We have batch makers in the plant that do that. 

The Cuarrman. Are they just skilled mixers / 

Mr. Levin. Yes. 
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The Cuamman. Or are they men with any technical attainments ¢ 

Mr. Levin. They are skilled mixers. 

The Cuamrman. And after a batch is mixed up, do you take a sample 
of that batch ¢ 

Mr. Levin. That batch is sampled and brought into the laboratory, 
where various chemical or physical tests are performed on it to assure 
us that the mixture is as it should be and conform to the various 
standards that are set up. 

The Cnatrman. And who actually supervises it, the one man you 
described as the man who takes the sample ¢ 

Mr. Levin. Yes. 

The Cuatrman. And he makes the laboratory tests of each of these 
mixtures ¢ 

Mr. Levin. Yes. 

The CnatrmMan. Each sample from each lot ¢ 

Mr. Levin. Yes. 

The Cuarmman. And do you keep that sample on hand for any 
length of time? 

Mr. Levin. Yes. We keep the samples on hand for quite a period of 
time with the batch number on it, and the batch card is kept along 
with the particular tests that were conducted on that batch. 

The Crairman. Is there anyone who checks on these ingredients ¢ 
Before they are put into your mixture ¢ 

Mr. Levin. Some of the raw materials are checked and others are 
not checked before they go im. 

The Cuarnman. Then you take a man who is not a trained chemist 
rnd allow him to compound all of these ingredients. Isn’t a mistake 
likely to happen? I want to know what precautions you take to 
guard against mistakes, 

Mr. Levin. The testing of the finished batch would be off on various 
standards if incorrect products were put into the batch. 

The Cuatrman. Let’s see, then. You mean that your chemist is 
able to analyze that product and tell just how much of each product 
has been put in after it is already compounded and mixed ¢ 

Mr. Levin. No. There are certain tests that are very informative, 
such as free alkali or moisture tests pH determinations, or—— 

The CuamrmMan. Suppose you take a wetting agent. You know what 
a wetting agent is, do you—an emulsifier. You use an emulsifier in 
these batches, do you not ¢ 

Mr. Levin. Yes. 

The Cuamman. To combine the fatty ingredients with water and 
other ingredients, is that right? 

Mr. Levrx. Yes, sir; an emulsifying agent. 

The Cuatrman. And who checks on that wetting agent? And after 
that wetting agent is added, could you determine how much was put 
in there ¢ 

Mr. Levin. That would probably depend on the particular product 
that is being made up. 

The Chatman. I don’t expect you to be an expert, but there is no 
way of determining, is there, just how much of this wetting agent 
has been added when you take a sample of the finished product ? 

Mr. Levin. That is probably correct. 

The Cuatrman. Have you thought of whether or not there should 
be any Government supervision in the plant where you mix these 
ingredients ¢ 
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Mr. Levin. I haven’t thought of it from that aspect. 

The CHatrman. Don’t you think there should be at least a double 
check on this—the ingredients should be first set aside and then a 
second person should check on the ingredients and each one indicate 
that he has made such an inspection before it is allowed to be com- 
pounded and sold to the public ¢ 

Mr. LEVIN. Yes: that should be done. 

The CHAIRMAN. That is an ordinary precaution : 

Mr. Levin. Yes. 

Phe Cuatrman. You don’t take that precaution, do you? 

Mr. Levin. Yes: we take thai 

Phe CHarrman. That is what we are trying to get at. 

Mir. Levin. Yes: that material is double-checked before it goes Into 
the | atch. Iam sorry if I didn’t make that clear. 

My two batch makers usually work together on a product, and 


then there is the chemist. The chemist in most cases will even check 
the materials before they are pumped ih or mixed into the batches. 
The Cuamman. Have you an automatic pump gage’ Have you 


gages there that indicate the amount that is pumped ¢ 

Mr. Levin. Most of the material pumped in is weighed. 

The Cuatrman. Or do you work between two floors by gravity ¢ 

Mr. LEVIN. Yes: we have two floors. 

The CHarrman. Do you work by gravity, put the mixture up above, 
and then when it is all ready put it into the mixer? Have you a stock 
room from where you draw these ingredients ¢ 

Mr. Levin. Yes. 

The CHAIRMAN, And is a chee k made each night on the inventory 
as to how much was contained in that stockroom each morning and 
how much was taken out each day? 

Mr. Levin. There is no perpetual inventory of the raw materials. 
The quantities of chem cals are chee ked as they are used and re 
che ked. 

The Cuamman. I didn’t understand the rechecking, but if you 
Say they are reche ked, that is the point I am trying to get at. 

Mr. Levin. Yes. 

The Cuarrman. Any questions, Dr. Hedrick? 

Dr. Heprick. How long has your company been in business? 

Mr. Levin. Since 1930—21 years. 

Dr. Heprick. How many products have you had difficulty with, 
the same as this shampoo you had on the market? Have you had any 
trouble with other products ¢ 

Mr. Levin. No, sir: we have not. 

Dr. Hy DRICK, This shampoo was the first one you had trouble W ith 7 

Mr. Levin. Yes, sir. 

Dr. Hepri K. With 2] years of service, you have a pretty rood 
record then, do you not ¢ 

Mr. Levin. We like to think of it that way. 

Dr. Hepricx. And you make about how many products? Did you 
say Zit 

Mr. Levin. Something like that. 

Dr. Heprick. How many types of shampoo do you make ¢ 

Mr. Levin. I believe I counted 12 here before when I was going 
through the list. 
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Dr. IHeprick. How long has your present chemist been with you ? 

Mr. Levin. Over 10 years. 

Dr. Heprickx. That is all, Mr. Chairman. 

The Cnarrman. Mr. MeDonough. 

Mr. McDonoven. What percentage of your production is bottled 
for the trade, for the consuming trade, over the counter ? 

Mr. Levin. Most of our business is through the beaut y-shop jobbers, 
who in turn sell it to the beauty parlors for use, and very little of it 
goes into drug stores. We have a certain amount sold through some 
direct selling companies. 

Mr. McDonoveu. What percentage, and what products particu 
lan ly. vo over the counter in small quantities to the trade? Would 
vou say 10 percent, 5 percent ¢ 

Mr. Levin. Probably 25 or 3d. 

Mr. McDonoven. 25 or 35 percent of the total production of the 
plant goes in bottles to be sold over the counter under brand names? 

Mr. Levin. That would just be an estimate. I really haven't 
figured it. 

Mr. McDonoven. In other words, you don’t cater to that business; 
you don’t cater to the over-the-counter trade ? 

Mr. Levin. That is correct. 

Mr. McDonoven. But to the beauty shops and barber shops, which 
I suppose you also sell to? 

Mr. Levin. Yes. 

Mr. MeDonoven. To the beauty shops and barber shops. Where 
do you sell outside of New York City? Do you have any extensive 
trade along the Atlantic seaboard, or the Midwest? 

Mr. Levin. I would say it gets around the country this side of the 
Mississippi without any particularly heavy market. 

Mr. McDonoveu. And do you pick your distributors, or do you let 
anvone who wants to buy from you? Do you have a select trade? 

Mr. Levin. No: we sell to 

Mr. McDonoven. Anyone? 

Mr. Levin. Any legitimate jobber in the business. 

Mr. McDonoveu. How long have you been using most of these 
synthetic chemicals in the production of your products ? 

Mr. Levin. Well, the offending product is less than 2 years old, but 
some of the other = ntheties we have been using for possibly 10 years 
or longer. 

Mr. McDonoven,. So, back 10 years ago you were not using so many 
of them, and as you added them to your inventory did you check with 
the Food and Drug Administration, or the manufacturer that pro 
duced them, as to the purity of the material and the testing and what 
effect it would have on your product ; 

Mr. Levrex. Yes; we always checked with the suppliers of the raw 
material for their recommendations. 

Mr. McDonoven. And the effect it will have on your produet / 

Mr. Levin. Well, we wouldn't use a product, a raw material, if 3 
were not recommended for the particular finished product we are 
going to manufacture. 

Mr. McDonoven. Wait a minute. Do you buy the chemicals ree 
ommended by the manufacturer to be used in vour product or do vou 
pick them to use in your product ¢ 
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Mr. Levin. We pick them, but we do consult with the manufac- 
turers of the basic materials, 

Mr. McDonoven. And have vou been in the habit of reporting {0 
the Food and Drug Administration that vou are adding a new chem 
cal to your product ¢ 

Mr. Levin. No. sir: we have not. 

Mr. McDonougu. Ii hasn't been a customary practice with you? 

Mr. Levry. No: it hasn’t. 

Mr. McDonoveu. In other words, is this last incident that you had 
the only one in which the inspectors came along and wanted to check 


your manufacturing processes / 


Mr. Levin. No. We have routine inspections approximately once 
a year or once every other year, 

Mr. Mi DonouGH. What are those Inspections for—sanitatio! or 
efliciency, or what purpose ¢ 

Mr. Levin. Well, I imagine its purpose is to include both of those, 
and they have also taken samples of our labels and copied our formu 
lations. They have had records of the formulas for, I don't know how 
many years, I do know the last couple of years. 

Mr. Mi Donot Gil. In othe words then. the Food and Drug Admin 
istration has known what has been going into your products for the 
last 10 years ¢ 

Mr. Levin. I don’t know if it goes back 10 vears, but I know cer 
tainly the last several vears. 

Mr. McDonovenu. That thev have known what your products con 
tained, all of your products ¢ 

Mr. Levin. Yes, sir. They came in specifically approximately a 
month after a routine inspection at which time the formulation was 
given to them. 

Mr. McDonoven. Did thev ever caution vou on the amount of any 
of the chemicals that vo were using ¢ ()) you don't olve them ft] 
quantity, of course 

Mr. Levin. Yes: we do 

Mr. McDonoucn. You do? 

Mr. La VIN. We ave oiven t] el the complete formulas. 

Mr. Mi Donor Gil Did they ever caution you ibout not wsi i Too 
much of any one particular hemical or another? 

Mr. Levin. No: they haven't. 

Mr. MceDonoven. I mean generally, I don’t mean any specific iso 
lated incident. Have yvouevel beer enautioned by the ni about not usII uv 
any of them ? . 

Mr. Levin. No: and the point T was trying to clear up was that 
this inspection that was specifically as a result of the complaint on 
the shampoo was about a month after the routine inspection at which 
time we had given them our formulation. 

Mr. McDonoven. T see. 

Mr. Levin. The second time they had taken the formula again and 
compared various batches, and they asked us what testing we had 
done or were doing oO! it. We told them. and there were no sug 
gestions that came that we should test it on animals. 

The Cuatmman. Is it not a fact that a mere reading of the formula 
would not tell you or the Food and Drug Administration, or anybody 
else that damage would occur? , 

Mr. Levin. I believe that is right. 


; 
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The Cratrman. It did not occur to you that using the formula 
would hurt anybody ? ; 

Mr. Levin. That is right, exactly right. 

The CuatrmMan. You have to make the tests in order to find out ? 

Mr. Levin. Yes, sir. The time that I was concerned was when they 
came as a result of the complaint and it was specific for the product. 

The Cnarmman. The Food and Drug Administration is not sup- 
posed to test your material, is it / 

Mr. Levin. No; it isn’t. But that was one of the points I tried to 
make as being possibly a helpful suggestion—if there could be a direct 
line of communication from the Food and Drug Administration to be 
advisory, along with its other functions, so that if they should get a 
omplaint from any one of these raw materials or products, they 
could possibly notify the industry directly and in that fashion anyone 
using these products or similar products could check into it immedi- 
ately. 

It would prevent that much more goods from getting out into the 
market that might harm the public. 

The CuarrmMan. But of course nothing has prevented you from con- 
ferring with the Food and Drug Administration at any time; is that 
correct ¢ 

Mr. Levin. No, sir. 

The CuatrmMan, That is all. You are excused. 

Mr. Levin. Thank you. 

The CHatrMan. The next witness. 

Mr. Kieryrevp. Dr. Pillsbury. 

The CHarrMan. Your name and address, Doctor ? 

Dr. Pruuspury. Donald M. Pillsbury, University Hospital, Univer- 
sity of Pennsylvania, Philadelphia, Pa. 

(The oath was administered by the chairman.) 

The CHairman. Proceed. 


TESTIMONY OF DONALD M. PILLSBURY, M. D., PROFESSOR OF 
DERMATOLOGY, UNIVERSITY HOSPITAL, UNIVERSITY OF PENN- 
SYLVANIA SCHOOL OF MEDICINE, PHILADELPHIA, PA. 


Mr. Kieinreip. Are you located in Philadelphia, Doctor ? 

Dr. Prmuspury. Yes, sir. 

Mr. Kur INFELD. Where clid you recelve your medical degree / 

Dr. Prusssury. University of Nebraska. 

Mr. Kiueinrecp. What vear / 

Dr. Pruuspury. 1926. 

Mr. Kurinretp. How long have you specialized in the field of 
dermatology ; 

Dr. Prtussury. Since—you mean in practice or in training? 

Mir. Kuernrevp. Training. 

Dr. Pusssury. Well, I started to train in dermatology in 1928. 

Mr. Kurryretp. And you have practiced in that field since when? 

Dr. Puaseury. Well, [ started practice in 1954. 

Mr. Kueinreip. Are you a fellow of the American Medical Asso- 
ciation ¢ j 

Dr. Pruussury. Yes, sir. 
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Mr. Kternrecp. And are you certified by the American Board of 
Dermatology and Syphilology ! ¢ 

Dr. Pmussury. Yes, sir. 

Mr. Kurernrevp. Are you a member of the American Dermatological 
Association ? 

Dr. Prurssury. Yes, sir. 

Mr. Kuervrecp. And of the American Academy of Dermatology 
and Syphilology é 

Dr. Pruuspury. Yes, si 

Mr. Kuernreitp. And of the American Clinical and Climatological 
(ssociation ? 

Dr. Puussury. Yes, sir. 

Mr. KLernr Lp. An d you are professor of dermatology and syphi 
lology in the University of Pennsylvania School of Medicine? 

oo Mnauiiew, Yes, sit 

Mr. Kietnreitp. Have you contributed papers to the professional 
publications in the field of derm: itology ¢ ¢ 

Dr. Puunsnury. Yes, sir. 

Mr. Kieryreip. About how many, would you say 

Dr. Pruuspury. | don’t know exactly. I think around 75; somethi 
of that sort. 

Mr. Kuernrevp. All in the field of dermatology ¢ 

Dr. Pruspury. To some extent in syphilology and also reasonably 
basic studies in chemistry of the skin in relation to other organs and so 
forth. 

Mr. Kieinrecp. Please read your statement. 

Dr. Pituspury. This is a statement upon the advisability of legis 
lation which would make cosmetics subject to the same rules ana 
regulations as to nontoxicity and safety as are presently in force i 


I> 


respect to drugs having, or reputed to have, spe fic medical actions 
when applied to the human skin. I strongly favor such legislatio 
because (1) certain types of cosmetics have | unquestionably produced 
moderate to severe da ive to the human ody in the past; (2) a very 


large number of chemical compounds having potential uses in cos 
metics have become ivailab le during the past lO yea irs, und many others 
ire In process of development; (3) under present regulations it is 
ent irely possible for a manufacturer to introduce a new cosmet to 
the pu ib le with almost complete disregard of the safety of the com 
pound ; (4) cosmetics are used upon the normal or abnormal humay 
skin without in medical supervision whatever and hence should 
possess an extremely high margin of safety; and (5) cosmetics not 
! frequently CONTAIN ae tive compounds which have definite physiologic 
effects but are, nevertheless, offered primarily as aids to beauty with 
resultant excessive use. 

It is quite true that the nap ity of cosmetics In common use today 
are composed of ingrecdie nts which have long been used on the human 
skin and have been shown to be harmless except in isolated instances 
of unusual individual sensitivity. The experience with these waxes, 
oils, pigments, and so forth, has, literally, been accumulated through 
the ages, It is also true that certain compounds have been introduced 
to the publie with ina lequi ite prior study, and have then been slowly 
discontinued bec: ause of inc reasing evidence of true toxic-absorption 
effects o1 of a hi ih ¢ pac ity to produce sensitization of the h uman skin. 
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| would like to cite a few illustrative examples. Some years ago, 
on the basis of the fact that salts of the metal thallium would produce 
loss of hair, a preparation called Koremlu, containing thallium ace- 
tate, was introduced for application to areas of the skin where un 
wanted mai Was Growing. Koremlu produced loss of hair as adver 
tised; it also, if used long enough, inevitably produced severe damage 
of the liver, nervous system, and other tissues, because the active 
ngredient was easily absorbed through the skin and had definite and 
onsistent poisonous e ‘Teets. Any competent medical scientist could 
have predicted this effect, but there was no bar to the manufacture 
inal sale of the compound possible until it had clisabled some of Its 


Mr. McDonoven. How do you spell that ¢ 
Dr. Prunspury. K-o-r-e-m-l-u. The metal is thalli 
Mr. MeDonoven. Thank you. 


Dr. Prnuspury. A few vears ago, a new and cosmetically satisfactory 


iil-polish base was introduced by several manufacturers. The larg 
est manufacturer of this compound had employed if ona trial basis 


] 


several hundred women | con't know exactly how many. That 

what I was told—bnut it soon became evident that these trials had 
not been extensive or prolonged enough, because the compound pro- 
duced loosening of the fingernails and inflammation of the ends of the 
fingers Ina high percentage of users. 

Hair dyes, principally paraphenylenediamine compounds, have long 


been a source of difficulty. It is now well recognized by experienced 
beauty operators that a preliminary patch test to determine possible 
sensitivity to the dye should always be carried out as a precautionary 


measure before the hair is dyed. Nevertheless, compounds of this 
ceneral class—that is hair dlyes and so forth are constantly being re- 
ntroduced, usually with a meaningless catch-phrase, such as “egg- 
plant catalyst X.” always with an advertising campaign of remarkable 
cope and effectiveness, and with the assistance of veteran cosmetic 
-alesmen of the competence of Somerset Maugham. To my knowl] 
ve, the prev kages of such “new” hair dyes rarely contain any state 
ment as to the exact nature of the contents and, as a physician, I am 
forced to depend upon hearsay information and advertising gobble- 


ed 


degook in acy ising patients as to whether or not their skin disease may 


he due to the compound in question. 

Follown oO the introduction of sulfonamides into medical practice, 

e local application of this group of compounds to the skin in the pre- 
vention or cure of hacterial infections became quite common, It was 
not until these compounds had been used in over VOU patients over 
on a a able ; periods of time that my associates and | began to realize 
that | local application sensitized the skin in a high proportion of 
users, at least 20 percent, Unfortunately this sensitivity often did 
not become evident until sulfonamides were given to the patient later 
by mouth for the treatment of a serious infection such as pneumonia 
or erysipelas. Some 2 years after reporting in the medical literature 
on this reaction, I was underst: indably surp rised to note that the 
manufacturer of a widely used brushless type of shaving cream had 
hegun to incorporate sulfathiazole in this cream in a strength of 1 per- 
cent. At that time, 1945, it appeared for sale in the post exchanges of 
the United States Army. Since IT was the consultant in dermatology 
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n the Kuropean theater of operations, al d since sensitization to sul- 
fonamides was then a major source of disab lity from skin diseas Ss, Ith 

mediate Suspension of sale of this preparation Wag possible. Under 
ordinary conditions of protection ot the health of c1\ ilian population, 
and under existing civil laws, however, it would not have been possible 
I til il number ot complaint ; had been made, sults filect, ana the board 
of directors of the company con need by reason of financial con 
siderations that the sale of such a harmful prepal ition would be 
iInwise. 


The synthet ‘ detergents are another group of compounds now hn 
ommon use, which ie proving to have harmful effects in a consider- 
tble number of persons. Since these compounds are primarily intend- 


ed for the washing of clothing or dishes, their inclusion in a considera 
on of cosmetics } ight be debated. Neve rthele ss, In their use they 
ome in contact with the human skin for prolonged periods of time, 
ind have harmful effects on many users. Extreme l\ hronie and dis 
ibling eczema of the hands may result. As a physician, I am niu h 


! terested in the extent of the tests by the manufacturer to determine 
vhether or not su I products were sate for prolo ved contact with 
the human skin. Iam confused by the manufacturer of a soap and of 
i synthetic deterge nt suggesting strongly that if his detergent irritates, 


} 


one should use his soap. One is tempted to add a qualify hg phrase 
tothe slogan “Kind to Your Hands (1 o fingers have dropped ofl vel Se 
(nother group ol compounds On which one might desire more ac- 
irate information are the so-called rejuvenating creams in which a 
hormone, usually an estrogenic substance, is incorporated. Such 


compounds are read ly absorbed through the skin, though at uncel 


tain rates, They minty well be of s irl) fieat ce, W hen used ind scrim 
nately, in promoting the growth of cancer in various organs of the 
woody, such as the breast. 

Asa physi an whose part cular special nterest has been 1 liseases 
iffecting the skin, ind as the director of a rathe nrge vrol p of 
! versity scientists interested in the me hanisms 1) which disabil ty 
from skin disen es produced, | would like to s Vial few words In be 


ialf of this large and essential organ of the body, ind some of the 


eans by which we, as oc upants of skin. interfere with its normal 
rotective and physiologic functions. 
Iam sure that all of vou will agree that thi ormia banat SKIN 
es ul admuirabl job of protect o the maividital i contain: li < 
essential in the regulation of our body temperatures; it Warns us of 
sical injury; it protects us from too much heaf, cold, or sw hine; 
t promptly kills most harmful bacteria which come to rest upon its 
surface: it ordi iy heals quickly when it 1 njured: n short, given 
half a chanee, the sk n. as the largest organ of the body, does a Vv iried 
ind essential iob with little complaint. Ii is, however, In a particu 
rly vul erable position. If it becomes d seased, no matter in how 
minor a fashion. t is subjected ionak w de Variety of treatments sug 
geste | by the patiel t’s relatives, friends, and plhysiclals. In the view 
of modern cosmetology, the normal skin is never quite perfect. We 


are subject to a constant stream of suggestion through the press, radio, 
and television that it is too dry; it is too oily; it 1s course; it smells 
offensively; it develops too many pimples; it may give rise to a cancer 
nv minute: if covered with fungi: it crawls with germs: it has 
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adolescent pimples; it is wrinkled and old; it makes one undesirable 
to one’s boy friend or mistress, or husband, or wite. or employer ; it 
sunburns too rapi@ly; it tans too slowly; it grows too much hair; it 
grows too little hair: the hair is the w rong color: the nails split; the 
nails should be red—not purple, as sugge sted last spring; the hair is 
too straight—or too curly; the skin needs vitamins; it needs minerals. 
Under such a stream of suggestions it is not surprising that neuroses 
develop and flourish, and that the human skin is subjected to a 
multiplicity of drying, oiling, massaging, tinting, hair curling, and 
weneral beautification and protection procedures which are utterly 
staggering to contemplate. These procedures are by no means all 
devoid of risk 

I think it is pel fectly clear that during the past decade women are 
using Tar more cosmetics. I don’t know what the sale of them is, but 
I know that I hesitate now in practice in asking a woman what cos 
metics she uses, unless I have a spare half hour to spend. And, as a 
rule, she will forget 8 or 10 and tell you about them when she comes 

ik next week. It really is quite staggering. 

Now if each cosmetic has even a slight risk to it, the accumulatiy 
sk becomes more. I think we are running into that right along 
’ ! instead of 5. and the 


people eXposing’g themselves to YU or Yo t | oO 
nouns ol I sk ncreases, 


| would venture to suggest that the original defir ition of cosmetics, 


Ss 


“*“matermals for purposes of ador! ment.” has long been out stripped, 


ind that many such preparations now have significant medical im 
plication ; and, as such, are properly In the fle ld of public health 
and prevent ve dermatology. As a physician, | have no direct con 
cern with methods of adornment, but I think that one rhea properly 
nsist that this adornment be without significant risk to health. 
Certain principles and facts bear on this general problem, and are 


stated briefly herewith: 
The normal human skin mav bev jured hy -ubstat Ce: appl ed 
to it, in several ways, as follow 
(a) By immediate chemical irritat 
ipacity may ordinarily be determined very easily 


on. Strong acids, corrosives, etc. 
Such irritat 
by pat h tests ina small number of subjects (10 to 25). 

: By irritation produced by repeated and pre longed contact with 


| 


substances such as detergents, abrasives, and defatting agents. Patch 


tests may he quite worthless in pred cting the irrit; iting e ffect. of such 
compoul! ls, P ro longed usage tests in at least 100 sub} yec ts are neces- 
sary. 

(c) By sensitization of the upper layets of the skin. Prediction of 
the sensitizing effects of a particular chemical is very difficult with 
presently available methods. 

The classic ex imple of induced se nsitization is to polson IVY. In- 
fants at birth are almost never sensitive to suitable dilutions of poison 
Ivy extract, se venty pe reent of persons of 40 years or more are sensl- 
tive. This sensitivity has been induced by repeated intermittent con- 
tact with poison ivy over a period of many years. ‘This same principle 
holds true for every other sensitizing chemical. 

Poison ivy is therefore a compound with a high sensitizing index. 
It is essential that, in the case of any new chemical which is to be ap- 

plied repeatedly to the human skin, ~ sensitizing index be deter- 
* ined. It has been found, for instance, that, topically applied, peni- 
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cillin, sulfonamides, and streptomycin all have such great capacity for 
sensitization as to make their use on the human skin very inadvisable. 
In determining such capacity, “prophetic” patch tests in at least 100 
sub jects are essentl: il. and, if these are satisfactory, prolonged usage 
tests in 200 or more subj yyects under competent medical observation. 
Certain refinements in the determination of sensitizing capacity are 
now under study, but have not yet reached il practical level. 

The abno1 ma! human skin, inflamed or otherw ise diseased, Isnevell 
more subject to direct chemical injury or sensitization. In the case of 
cosmetics, it is generally assumed that they will not be used on diseased 
skin. This is not the case. 


3. The amount of disability due to diseases of the skin is not ven 
erally realized, in part because such diseases are not aig d ind 
rarely cause death. However, Armed Forces statistics during the 
recent war give i relinble index of the extent of this disability, “as 
follows: This disability is not due to cosmetics. IL would a Ze 
that. But I just want to give you data indicating that skin diseases 
10 Cause peop le trou ble and may cause them to go into hospitals 

L) During the Wal n temperate climates, between 7 and 10 percent 
of admissions to Army homnitela were because of skin diseases. 
6) In tropical climates, 20 or 25 percent ot hospit i] admissions 


were due to a skin disease, and under such conditions, 50 percent or 
more of soldiers reporting at sick call did so because of a skin disease. 
) The number of patients evacuated because of skin disease from 

the Pac ific theate sof operation to the United States during the war 
considerably exceeded those evacuated because of wounds, and in many 
months exceeded all other causes of evacuation with the exceptio of 

europsychiatric disease, 

(dq) It has been estimated that almost 50 percent ot patients aa 


tted to a hospital because of a skin disease require this because of a 
sensitization reaction to an appled chemical substance. ‘Those are 
sually medical substances in military practice. I am not talk ng 
Mout cosmetics how But in civil practice cosmetics play 1 good 31Zec 
role ll producing tl it disability. 

} In the pract ce of clinical or preventive medicine, and certa nly 


even more so in the use of cosmetics, it seems to me a sound scientiii 
| 


nd moral principle that the remedy or treatment being used should 
der no circumstances be capable of producing disability or diseas 
more serious than the one being treated. If this sound prince ple 1S 
ippl ed to cosmetics, which are presumed to be only for the purpose 
ol lnproving the ippearance of the skin i and its appendages, very 
little risk from the cosmetic itself is justified. 
in summary, may | express my firm agreement with the advisability 
f placing cosmetic preparations under the same restrictions to insure 
: ie ty to the American public as are presently applicable to foods and 
drugs. While the vast majority of cosmetics presently on sale are 
safe, and eligible for prompt approval in this regard, there are others 
concerning Which I would have grave doubts. More particularly, the 
constant development of numerous new synthetic materials which 
have pote ntial cosmetic ap yplic ation, requires the evolution of adequi ite 
standards of safety in terms of toxic absorption, direct chemical irri- 
tation to the skin, eyes, and mucous membrances, and potential sensi- 
tizing effects. This must be done by an impartial agency such as the 
Food and Drug Administration; I believe that the manufacturers of 
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cosmetics would have great difficulty in arriving jointly at satisfactory 
standards of safety, and I would have no confidence in enforcement 
of such standards except by public law. 

I am sorry to have been so long. 

The Cuamman. That is perfectly all right. 

Mr. Kleinfeld / 

Mr. Kurinrecy. Doctor, | gather from your statement that you 
think the use of untested substances in cosmetics does present a rather 
serious problem. 

Dr. Pmuspury. Yes, sir: I do. 

Mr. Kurinrecp. The Federal Food, Drug, and Cosmetic Act, in se« 
tion 201, defines cosmetics and thus brings them within the coverage 
of the law as far as the law roes, but specifically excludes soaps. 

Dr. Pruusnury. Soaps? 

Mr. Kivinrecp. Yes. Do you know of any sound reason why soaps 
should be excluded whereas cosmetics are included ¢ 

Dr. Pruuspury. No, sir: I don’t. 

Mr. Anernerity. Mr. Chairman ? 

The Cnatmmman. Yes. 

Mr. Anernetiry. Mr. Chairman, if Mr. Kleimfeld will yield, I would 
like for him to state for my information, and for the benefit of the 
record at this point, just what authority the Food and Drug Admin- 
istration now has in the field of pohcing the distribution of cosmetics. 

Mr. KLEIN ELD. Do you Want me to answer that now / 

Mr. Anerneriuy. Yes. 

Mr. Kurtmnrevp. As the law now stands, if a manufacturer puts 
out a cosmetic or a food, and it proves to be dangerous 

Mr. Anernetruy. They condemn 

Mr. Kueinvrecp. The Food and Drug Administration ean then 
seize the product and prosecute the manufacturer. 

Mr. Anerneriy. The law for cosmetics ts identical with that for 
food now ¢ 

Mr. Kuemvrecp. That is right. 

Mr. Anernetiuy. I didn’t know. 

Mr. Kurinretp. The Food and Drug Administration has to start 
a lawsuit, either civil, by seizure of the property, or a criminal action 
against the distributor. 

The Cuamman. They must notify—— 

Mr. Kurinrevp. They must start a legal proceeding in a court of 
law and prove to the satisfaction of a court and jury that the product 
may be nyu ious It need not be pretested, as im the case of a new 
drug. 

Mr. Jones. Pardon me. That is what I want to bring out here. 

In the last paragraph of the doctor’s statement he expresses his 
“firm agreement with the advisability of placing cosmetic prepara 
tions under the same restrictions to insure safety to the American 
public as are presently applicable to foods and drugs.” 

That leaves the impression it was the same law that applied. 

Dr. Pussury. I was not aware of that, sir. I mean, as applicable 
to new drugs, certainly, where there is pretesting. 

Mr. Jones. That is what I wanted to distinguish, Doctor, because 
there is a difference. One puts the burden in one place and 

The CuarrMan. Without objection we will strike out “food.” 

Dr. Pituseury. I would appreciate that. 
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Mr. Jones. Pardon me. I don’t think that that should be stricken 
from the statement, because I think that is the thing that has brought 
this committee into being and ts one of the points we are making here 
now—the difference in the application. 

The Cuarrman. He is citing that as an example, and by just strik 
ing the one word “food” 

Mr. JONES. | know, but the statement he has mace here has left 
the impression that I think is general with a lot of people. 

The Cuamman. That is true. 

Mr. Jones. And by striking that out, then you take away the 
effect of the statement that he has made, and I think we should leave 
that in the record to show that there is a confusion amony the publ c. 
| think the public generally is confused, and I think we ought to leave 
it in there. 

The CuatrrmmMan. I think the doctor is interested in drugs, and he 
assumed that what applies to drugs would surely apply to the food 
you use every day In the week. 

) What we were speaking about was eliminat ne the word “food” 
and letting “drug@” remain. Is that meht / 

Dr. Puussury. Yes. I was thinking also not only of drugs used 
unde! prescription, but Lhose sold over t| e counter. 

Phe Cuamman. Of course, any drug. 

Have you objection to that, Mr. Jones ¢ 

Mr. JONES. | still think, after the exp ination. when you change 
his statement there we are losing the etfect of the statement that he 
made before the exp! mation was eiven to him. In othe words, he 
had made this statement here. As I understana it, Do tor, you were 
under the impression that the same regulations apphed to food a- 
applied to drugs. Is that correct ¢ 

Dr. Pittspury. I don’t pretend to 

Mr. Jones. I am asking whether it was your impression when you 
made the statement. 

Dr. Pu.tuspury. I think that is readily explained by the joint use 
of terms in Food and Drug Administration all the time. 

Mr. Jones. That is what Iam saying. So I think you were unde 
the impression the same regulations applied to food and drugs. 

Dr. Pitispury. I was familiar only with the regulations with regard 
to drugs. 

The CHArrRMAN. I dare say any member of this committee was not 
familiar with the fact there was a difference between drug and food 
laws when this committee was started. 

Mr. Jones. That is true, and that is why I think we ought to leav: 
it so everyone could see the confusion that exists. 

Mr. Anerneruy. Since we are all confused, let's proceed. 

The CHAIRMAN. Go ahead. 

Mr. Kuerrevp. I think from what you just said, Dr. Pillsbury, you 
NH oht have the same problem with soaps, which are often used us 
cosmetics. that you pointed out with respect to cosmetics: is that 
correct ? 

Dr. Pirispury. Yes; I think so. That is, we have soaps, standard 
soaps, that have been used for hundreds of years and newer, more 
refined soaps that have been introduced in the last 25 years. And 
we have the surface active agents, detergents, that are being ised 
widely. 
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[ would like as a physician to advise patients knowing just a littl 
bit more about these detergents, being able to get more information, 
being absolutely sure that these had been tested on the human skin 
This problem of hand eczema is no laughing matter, it is awfully 
tough. You see it in surgeons, you see it in young mothers, fo: 
instance, and unfortunately after the reaction has been produced, it 
may stay there for years long after the original cause has been 1 
moved. It is one of the most difficult problems we encounter in the 
treatment of skin diseases. Some patients we just unfortunately can’t 
cure, but the big problem there is prevention, not cure after the thing 
has happened. 

Mr. Kuerrevp. For example, we had the situation this morning 
where we discussed the case in which a shampoo had been put out on 
the market containing a wetting agent and a quaternary compound 
which caused fairly serious eye injury. In your opinion, is it con 
ceivable that soap might be put on the market containing those in 
eredients or other similar ingredients / 

Dr. Putssury. There are compounds containing detergents; yes 
There are soap substitutes. 

If I may just go back—in the matter of these soapless shampoos 
the information was easily available, and it was available 10 years 
ago, to show those compounds could not be used in the human eye. 
We have done some work on it, and there was a good deal of work 
done in connection with ointments to be used as preventives against 
poison gases which were supposed to be used in the eye, and it was 
shown you couldn’t use those compounds in the eye, they had a bad 
effect. 

Mr. Kiuerretp. Suppose I want to go into the beauty soap busi 
ness today, and get a corps of advertising experts and publicity men 
They advise me to use various ingredients, some of which may be 
old, and some of which may be new, and it is put on the market 
If the kind of testing which you mention in your statement is not 
performed on that product, is it quite possible that adverse physica 
reactions may occur ¢ 

Dr. Pitussury. Providing it is a new formula. That is, an expe: 
enced soap chemist could look at it and say, “This is the same formul: 
used LO years” — 

Mr. Kuiersrevp. Provided it was a new formula or substance / 

Dr. Pituspury. That is right. 

Mr. Kieinrevp. To that extent it is similar to what you say about 
cosmetics ¢ ; 

Dr. Puussury. That is right. 

Mr. Kuetnrecp. You mention patch tests. They are rather impor- 
tant, are they not / 

Dr. Pmuspury. Yes, sir; they have serious limitations, however. 

Mr. Kietmre.p. With those limitations you believe that they should 
be performed / , 

Dr. Prtuspury. They should always be performed. ‘They will pick 
up the very strong sensitizers. 

Mr. Kierreip. Who should perform them? 

Dr. Putussury. Well 

Mr. Kuieinrevp. If you know, if you have an opinion. 

Dr. Puttssury. I think that someone who has had some experience 
in allergic reactions of the skin, shall we say. I am not pumping for 
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any particular medical specialist group. I think it should be done by 
a doctor in all probability, o r possibly by a physiologist, someone of 
that sort. Ithink that: ao nce in that regard could be ascertained 
t isily 

Mr. Kuerreip. Do you think the ordinary person—Mrs. Jones- 
is ( ompe tent to perform patch tests and judge the results ¢ 

Dr. Putussury. No, sir. ‘They are very difficult to read at times, 

Mr. Kiuxinre.p. How about a beauty shop operator / 

Dr. Puuspury. I don’t believe the average beauty shop operator is 
competent unless she gets a very marked reaction. She can read that, 
but she can’t read the minimal one. 

Mr. KLeInreLp. She might not be able to read the reaction which 
a trained doctor might be able to read: is that right ¢ 

Dr. Purissury. Yes. You look at it under a good light, wait for a 
while afterwards, ordinarily for an hour, and read them again. We 
are even seeing where it interferes with sweating in the area because 
that reaction clogs up the sweat glands. 

Mr. Kuemrevp, Doctor, another provision of the Federal Food, 
Drug, and Cosmetic Act, section 601 (a FP provides as follows and | 

mild like to get your reaction to it: 


\ cosmetic shall be deemed to be adulterated if it bears or contains any 
poisonous or deleterious substance which may render it injurious to users under 
the conditions of use prescribed in the labeling thereof 


| leh It goes on tO Say: 


rided, That this provision shall not apply to coal-tar hair dye, the label 

vhich bears the following legend conspicuously displayed thereon: “Caution 
rhis product contains ingredients which may cause skin irritation on certain 
lividuals and a preliminary test according to accompanying directions should 
be made This produ must not be used for dyeing the eyelashes or eye 
VS: to do so may « tomy + dness,” and the labeling of which bears adequate 

s for suel preliminary testing 

If such a coal-tar dy used in a product employed in the beauty 
parior, do you believe it 1s safe to permit the ordinarv beauty parlor 


operator to make these tests on a product which, if it gets 1n the eye, 
i\ possibly cause bl nadness / Do you think that is enough protec- 
m, or do you have any opinion on it at all / 

Dr. PILLSBt RY. ] wo ild prefer not to express an opinion on that. 
Mr. Kieireip. I have no further questions 

Che CHarmman. Mr. Abr ‘rnethy. 

Mr. Anerneruy. Did I hear you say something about the soapless 
UN poos a while aco é What did you say 

Dr. Prursnury. They were being discussed when I came in this 
fternoon, and they are so-called dry shampoos which contain de- 
gents, surface active agents. 

Mr. Anernetuy. Do all of them contain that ? 

Dr. Pi LSBURY., I don't know. I know that some of them—— 

Mr. ABerneruy. Generally they do? 


Dr. Prussury. It is rather difficult, of course, for me as a phy- 
in to know what those thin os conti Ln. I can’t tell by looking at the 
bottle as a rule, there is no place where I can ret that information. 
Sometimes you can al d sometimes you can’t. But that’s been known 


for some time—if you get too high a concentration of one of these 
urface active agents in the eye it will produce damage. 
Discussion off the record. ) 
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The Cuarrmman,. Mr. Jones. 

Mr. Jones. On page 1 of your testimony, Doctor, you were talk- 
ing about this Koremlu and you say, “but there was no bar to the 
manufacture and sale of the compound possible until it had disabled 
or killed some of its users.” Were there some—— 

Dr. Puassury. That was—oh, yes. 

Mr. Jones. There have been deaths reported from that ? 

Dr. Prtispury. There have been deaths reported from that; yes. 

Mr. Jongs. They were reported as a direct result of the use of this 
substance / 

Dr. Pituspury. Yes. My experience with that has been when it 
was administered by mouth to children to cause loss of hair to cure 
scalp ringworm infection. I observed three very serious reactions 
to that. At another hospital I observed one death. That was with 
the medical use of this compound. I have not personally observed 
a death from Koremlu. They have been reported in the literature. 
It is known that thallium is a very toxic substance. 

Mr. Jones. What I was getting at—did you have any evidence or 
information as to whether or not it had been used according to the 
directions that were printed on the package / 

Dr. Pinusnery. I don’t believe those directions mean anything as 
a rule. A salve is a salve to most people. We tried that. We 
thought, for instance, in medical practice with a penicillin ointment 
or with sulfathyozol ointment, 1f we put on there “Do not use this 
longer than 5 days,” we could prevent reactions. Most people, unless 
they take a medicine by mouth or it is injected, don't think it can be 
a poison, just putting it on their skin. 

I think it is full of loopholes there. You can’t expect the average 
patient or average user of a cosmetic to always follow the directions. 
They will slide over them. 

Mr. Jones. Now, getting to another question about the use of 
the synthetic detergents and Soaps. Now, of course, Vou mentioned 
that these compounds are primarily intended for washing clothes. 
However, have you had any experience with people being affected by 
skin irritations or erupt ions because of contact with the clothing that 
had been washed with those compounds ¢ In other words, like a 
diaper rash, for instance. 

Dr. Pinusrury. Yes, sir: I have had some experience with that. 
It is very difficult to prove at times. I believe it is due to the deter- 
gent that remains. I think that is the general opinion. 

Mr. Jones. Then, that would be a matter that would affect some 
people more than it would affect others due to the sensitivity of the 
skin? 

Dr. Punussury. I think so. 

Mr. Jones. We might have two babies that would wear diapers out 
of the same wash, and it would affect one and would not affect the 
other / 

Dr. Pruuspury. That is right. My experience has been with direct 
contact with the skin. I am seeing such patients in large numbers 
where the irritation has started after a trick detergent has been used. 

Mr. Jones. Thank you. 

The Cuarrman. Thank you, Doctor. We are indebted to you for 
your testimony. 

Mr. Kiernretp. Mr. Rounds. 
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The Cuairman. Your name and address? 
Mr. Rounps. Wellington Rounds, Fairfield Laboratories, Plain 
field, N. J. 
The oath was adm niste red by the chairman.) 
Phe CHarmmMan. Proceed, Mr. Kleinfeld. 


TESTIMONY OF WELLINGTON ROUNDS, PRESIDENT, FAIRFIELD 
LABORATORIES, INC., PLAINFIELD, N. J. 


Mr. Kueinrevtp. You ar president of the Fairfield Laboratories? 

Mr. Rounps. Yes, sir. 

Mr. Kuervretp. And your organization makes only Purity Cross 
dandruff treatment shampoo ¢ 

Mr. Rounpbs. Oh, no. 

Mr. Kivinrecp. We asked you to give us a list of all the product 
vou make. Isn’t that correct / 

" Mr. Rounps. That is correct. 

Mr. Kuerwretp. Have you supplied it? 

Mr. RounpDs. No. 1 had supplied the committee with a statement 
and I have supplementary information to that statement. 

Mr. Kiernrevp. I asked you whether you supplied the committee 
with a statement of all the products which you make. That is what 
we requested of you. 

Mr. Rot NDs, | understood the request to be 

Mr. Ki EINFELD. Let hie read our telegram to you, Mr. Rounds. I 
have here a telegram dated December 5, 1951, addressed to Fairfield 
Laboratories, 117 Clevel i! d ALvenue, Plainfield, N. nt F Do you remeni- 
bet recelving that telem im ¢ , 

Mr. Rounps. Yes, si 

Mr. Kueinrecp. Let me read it to you in part: 


Request you have represe! ve appear before the committee at 10 a. m 
ry 10, 1952, to read prepared statement setting forth various products 
mat factured or distributed b u. ingredients cont ned in these products 


Is that clear # 

Mr. Rounps. Yes, si 

Mr. Kieinretp. Why didn’t you do it? 

Mr. Rounps. I did, wit! respect to products which might relate to 
cosmetics, 

Mr. Kurrmrevp. I ask you again if this Purity Cross dandruff 
treatment shampoo is the only cosmetic you make. i 

Mr. Rounps. Yes. Therefore, I thought I was complying. 

Mr. Kuernretp. You make no other cosmetics? 

Mr. Rot NDs. No, but we do make other products. 

The Carman. Will you just for our information enumerate one 
ortwo?t Have you a prepared statement ? 

Mr. Rounps. The prepared statement refers to the Purity Cross 
dandruff treatment shampoo. 

The Cuarrman. What other products—just for our own informa 
tion here—what other products do you manufacture ? 

Mr. Rot NDS. Insecticide combinations. We are also interested in 
quaternary ammonium compounds. We doa fair amount of blending 
and various formulating of different compounds. 

The Cramman. Are they used in the chemical trade ? 
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Mr. Rounps. They are used in the chemical field, insecticidal field 
as insecticides, and some of them are used as chemicals, would be used 
in formulating by other formulating companies. 

The Cuarnan. All right. 

Mr. Rounps. I can give you more detailed information on that if 
you would like. 

The Cuatrman. Proceed, Mr. Kleinfeld. 

Mr. Kuernrevp. Go ahead and read your statement, please. 

Mr. Rounps. The statement to you ¢ 

Mr. Kuernrevp. The statement to Mr. Delaney 

Mr. Rounps. We are manufacturers of a product designated Purity 
Cross dandruff treatment shampoo which is distributed through the 
normal channels of merchandising to consumers for the treatment and 
control of dandruff. 

(A list of the ingredients contained in this produet is in the files 
of the committee. ) 

The standard test for eye irritation for this product prior to mar 
keting is that recommended by the Food and Drug Administration, 
in which 11 rabbits are used: two of which receive administration of 
10 percent of Ivory soap solution in the eye with immediate flushing, 
three of which receive the concentrated product in the eye with no 
flushing, three of which receive the concentrated product with 2- 
second flushing, and three of which receive the concentrated product 
with 4-second flushing. Examination of the eyes at 24-hour intervals 
determines the extent or lack of irritation. Lack of indication of 
serious corneal irritation at 3 to 4 days and a complete lack of irrita- 
tion to the cornea, eyeball, and surrounding tissue at 7 days indicates 
1 product falling within the tolerances established for this test. The 
above product was screened in preliminary tests along with other 
formulae and given the 7-day test prior to marketing. bservation by 
«a competent pharmacological laboratory found the product to fall 
within the tolerances of the above test. 

Since my knowledge of chemicals in cosmetics generally is limited 
to those employed or rejected by us, I am not in position to make broad 
recommendations regarding the industry or legislation. However, in 
this instance, I believe the above control is adequate and requires no 
further legislation. 

The Cuatmman. Mr. Kleinfeld. 

Mr. Kietvretp. You conclude your statement by saying, “However, 
in this instance I believe the above control is adequate and requires no 
further legislation.” 

What do you mean by that? 

Mr. Rounps. This particular test. The one recommended by the 
Food and Drug Administration seems to be adequate for this particu- 
lar test. 

Mr. Kuermvrevp. You are discussing this particular test ? 

Mr. Rounps. Yes, sir. 

Mr. Kurinrevp. In connection with the test and shampoo to which 
vou refer—when was that product placed on the market ? 

Mr. Rounps. The current product was placed on the market about 
November 15. 

Mr. Kiervrecp. What year ? 

Mr. Rounps. 1951. . 
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Mr. Kiermsrecp. What did you make before November 15, 1951 ¢ 

Mr. Rounps. We made a product under the same trade name that 

id been on the market for about 4 years. 

Mr. Kuemvrevp. And it was a dandruff-treatment shampoo / 

Mr. Rounpbs. Yes, sir. 

Mr. Kiurinreirp. What tests did you make on that product before 
putting it on the market ¢ 

Mr. Rounps. Well, that product came to us through a wholly owned 

IDs diary company. It came from Fairfield Laboratories, who are 

holly owned subsidiary company. 

Mr. KLEINFELD. Wholly owned by vou ¢ 

Mir. Rounps. Yes, Sil I don’t know what tests were cor du ted on 

eir product, except normal and regular reliance on technical data 
heets as supplied by manufacturers. 

Mr. Kueinrerp. Youare president of Fairtield Laboratories / 

Mir. Rounps. Yes. sir. 

Mir. KuUrinrecp. And the subsidiary is a subsidiary of Fairfield 

iboratories, 1s 1t not / 

Mr. Rounpbs. It was until it was forced to suspend operation. 

Mr. Kurinrenrp. And don’t you know what that subsidiary was 


rear / 


Mr. Rounps. The primary function of that subsidiary was to develop 
rocedures and standards for quaternary ammonium compounds, 

Mr. Kueinrevp. | ask you again-——before you were putting on the 

irket the dandruff treatment shampoo which preceded the product 
ch you put out on the market on November 15, 1951, what tests, 
fany, were performed on it’ If none were performed, please say so. 

Mr. Rounps. I can’t answer that specifically, because that product 

is developed by the staff at Rhoads Chemical Co. in charge of the 

ie mical engineering. 

Mr. Kieinretp. How long was it on the market / 

Mr. Rounps. I believe about 4 vears. 

Mr. Ky EINFELD. And during the 4 years you never took the trouble 

find out whether any testing Was heing conducted to show whether 

product was safe / 

Mr. Rot NDS, Well. we would rely on technical data shi ets as supplied 

manufacturers. We ilway s ask for complete techni al data. 

Mr. Kuervrecp. What do you mean by technical data sheets / 

Mr. Rounps. All available information on the product. 

Mr. Kuetnrecp. Such as what ? 

Mr. Rounps. Physical properties, recommendations for use. 

Mr. Kueinreip. Eve tests / 

Mr. Rounps. No. 

Mir. Kuernrecp. Tests by dermatologists / 

Mr. Rounps. There would be that sort of evidence available in the 
general literature, ves. 

Mr. KLEINFELD. Léet’s not talk about the general literature. We 
are talking about your product. If you had substance A and sub 
stance B. and you put them together, did vou or your subsidiary have 
inv information as to whether that combination might or might not 
do harm to the person using it? 

Mr. Rounps. Not information that we developed, no. 

Mr. Kieinreip. So it was put on the market without your knowing 


vhether it might cause anv damage to anybody: is that not correct ¢ 
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Mr. Rounps. To my knowledge, yes. But after all, I was relying 
on a competent technical staff. 

Mr. Kiernretp. Composed of whom ? 

Mr. Rounps. Chief chemist and assistant chemist. 

Mr. Kuernrevp. And anybody else? 

Mr. Rounps. No: that would be it. 

Mr. Kiernrievp. Do you think they are competent to make patch 
tests and toxicological tests and find out whether any systemic reac- 
tions may occur? Or whether damage to eyesight may occur from the 
use of the product ¢ 

Mr. Rot NDs. They wouldn't make dermatological tests, no, or Ssys- 
temic tests. I know they had animals in the Philadelphia plant. 
They might make key toxicity studies. I know they did on certain 
é ompounds because I have records of that. 

Mr. Kueinrevp. We are talking about the shampoo. 

Mr. Rownps. Yes. 

Mr. Kuemrevp. They didn’t make such tests. did they? 

Mr. Rounps. I don’t believe so. 

Mr. Kuernrectp. Does the formula change from time to time, or 
did it change during the 4 years during which your product was on 
the market / 

Mr. Ror N Ds. Yes, some changes were made in the formula. 

Mr. Kueinrecp. Were any tests made to establish that the new 
formulation m oht not cause some injury to consumers / 

Mr. Rounps. No, because we had technical information on the 
products which replaced anothe product. 

Mr. Kurinrevp. Iam not an educated chemist. Please tell me what 
you mean by technical information. What has that to do with safety / 
We are talking about your product, your shampoo. Were any tests 
performed on your product when the formula was changed, by any 
qualified person, in an attempt to establish that it wouldn't’ hurt 
anybody ¢ 

Mr. Rounps. No, because the material that was substituted, one 
material for the other, varied iInconsequentially. 

Mr. Kiuemnrecp. How do you know that it varies inconsequentially ? 
\re you qi ilified to make such determination / 

Mr. Rot NDs. Only by interpreting technical data sheets 

Mr. Kuemnrecp. Are you scientilically trained ? 

Mr. Rounps. No. 

Mr. Kurinrencp. IT have here a report from the Food and Drug Ad- 
ministration on one injury which apparently was caused by the prod 
Wt not mentio ad in the stutement, the product \ hich vou sold before 
November 15, 1951. This is what ts reported to the committee: 


\ typical eve injury complaint was suffered by Mrs. Dora A. Clark of Los 
Angeles, Calif. During the time she was washing her hair, some of the shampoo 
rot her eve She washed her eyes with tap water as soon as she felt 
ai Her eve ecame swollen and very red The eye continued to get worse 
ind it wa repeuted! washed with a boric acid solution In the evening an 
yphthalm ointment was applied. The following morning a doctor was visited 
ind his diagnosis disclosed a serious injury to approximately three-fourths of 
the cornea It necessary to apply a local anesthetic to the eye to enable 
Mrs. Clark to sleep. Three days after the injury, Mrs. Clark was still under 
cto nl d there was reuson to believe that such care would be 


essary for a considerable period of time 





or 
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Now, they are talking about your product, are they not here ? 


Mr. Rounps. Yes. 

Mr. Kueinretp. When did you first receive a complaint that such 
eye injury was being caused to people who were using your shampoo ¢ 
"Mr. Rounps I couldn't say. 

Che CHARMAN. You mean to say that as president of this corpora 
tion you don't remember receiy ne a complaint, you don’t remember 
the time that the first complaint Was received ¢ 

Mr. Rounps. I remember receiving a complaint, but I couldn't name 
the date of it. 


The (¢ ILAIRMAN, \ prox mately. We don't Want to know the dav 


na the hour. 

Mr. Ror Nps. | would have to refer to my files. 

Phe Coamman. Would it not come to your attention as the presi 
dent of the corporation that was selling this product, if you received a 


a 


complaint ¢ 

Mr. Rounps. It certainly would. 

The CHarkMAN. Can you tell us approximately the month of the 
year, whether it was spring, spring of what year, or the fall, or when 
it was ¢ 

Mr. Rounpbs. No, | honestly couldn't. 

The CHAIRMAN. All right. Gro ahead. 

Mr. KuerNrevp. Is it not a fact that when these injuries began to 
occll the ood ana Drug Administration came to you and asked you 
to recall youl product from the market ? 

Mr. Rounps. Yes, siz 

Mr. Kuernretp. Did you do it? 

Mr. Rounps. Yes, si 


Mr. KuLeinrevp. Ho on after they asked you to recall it did vou 
rec ill it. ¢ 
Mi Ror N Ds | eC Opera ! stopped il t| e moment thev made the 


request. 
Mr. KLEINFELD. Ani ( ent out wires or letters Lo yo ! people 4 
Mr. Rounps. We went through a formal recall program, ves, sir. 
Mr. Kueinreup. Isn't it a fact that before the Food and Drug Ad 
ministration illed upon you and asked you to recall your product 


you received from 15 to ZO eve-injury complaints during a period of 12 


to 15 months / 
Mr. Rounps. I don't know whether that was between a period of 
IY to 1> months o1 (Lull ry the entire t vears the product Was on the 


market. 

Mr. Kurinrencp. Well, did you receive about 15 to 20 eye-injury 
complaints / 

Mr. Rounps. I would say so. 

Phe CHarmMan. Wait a second. You say during the entire period 
on the market. You told us it was on the market for ipprox itely 
t vears: is that right ? 

Mr. Rounps. Yes, sir. 

The Cuamman. Well, if vou received a complaint in the early 
davs ind voud dnt recall it from the market for t years, that WoOULd De 
it not, on your part‘ 


ho. l am not trying to rntimate that there weren't 


negligel Ce, would 
Mr. Rounpbs. Oh 

compla nts ibout th prodtict. ] ust ant tel] vou when t ev were, 
Phe Cuarman. All right, go ahead 
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Mr. Kteinretp. There were, within some period of time, about 15 
or 20 complaints — eve injuries ¢ 

Mr. Rounpbs. Yes, si 

Mr. KLernretp. W ad you got those complaints did you then imme 
diately withdraw your product from the market ? 

Mr. Rounpbs. No, we did not. 

Mr. Kieinretp. Why not? 

Mr. Rounps. We weren't sure what was causing the complaints and 
whether or not they were complaints that were due to the product 
being—what the complaints were due to. We just didn’t know. 

Mr. Kuxinrevp. Didn't these people say they had received this eye 
Injury after using your product ? 

Mr. Rounps. That would not answer the question as to whether it 
might be an allergy or not. 

Mr. Kurinrecp. Suppose it was an allergy, and suppose you label 

for the sake of argument, an allergic reaction, does that mean you 
de not discontinue selling your product? What difference does 
it make what you call it? 

Mr. Rounps. I believe it is all a question—after all, the product 
was being widely distributed. There were probably several million 
applications, and it would appear that infrequent reports of claims 
for alleged injury might be a very low incidence. I didn’t know how 
it compares with other cosmetics at all. 

Mr. Kurinreitp. You say “alleged injury.” 

Mr. Rounps. In the case of allergy the product might not even have 
been used by a person. 

Mr. Kurinrecp. Did you pay any of these people any money for 
the injuries they had sustained ? 

Mr. Rounps. Oh, ves. 

Mr. Kiemnreip. Then you believed the injuries were caused by your 
product; did you not? 

Mr. Rounps. They stated SO. 

Mr. Kurinrerp. And you paid the complainants; did you not? 

Mr. Rounps. In the interest of good customer relations: yes, 
certainly. 

Mr. Ki EINFELD. What investigation did you perform on vour prod- 
uct after the complaints had been received by you ? 

Mr. Rounps. After the Food and Drug Administration 

Mr. Kueinrerp. Oh, no; after you had received compl: aints from 
15 to 20 persons that your product was apparently causing eye injury, 

did you take the trouble to institute an investigation to determine 
whether the injury was being caused by your product and what in 
your product was causing it and how serious it was # 

Mr. Rounps. We had no indication of what might be causing it. 

Mr. Kiernrecp. Did you try to find out ? 

Mr. Rounps. By constant reference . literature: yes. 

Mr. Kieixrecp. What do you mean by “literature”? Did you go 
to the people who had been injured or had been allegedly injured and 
ask them what happe ned ? ; 

Mr. Rounps. No, sir. 

Mr. Kieinreitp. Did you go to the Food and Drug Administration 
and bring the facts to » the attention of that agency ? 

Mr. Ror NDs, No. s 





th 
in 





CHEMICALS IN FOODS AND COSMETICS 1121 


Mr. Kueinretp. You read the literature ? 

Mr. Rounps. Yes. There was nothing in the literature to indicate 
that the product or compound would be toxic to skin. 

Mr. KLEINFELD. Suppose there is nothing in the literature which so 
indicates but, as a matter of fact, a shampoo such as yours does cause 
damage, are you going to rely on the literature or on the fact that 
damage was caused by your product ? 

Mr. Rowunps. We would rely on the results from the use of the 
product. ; 

Mr. Kueinrevp. Did you rely on the results here in withdrawing 
the product from the market since it did cause injury 4 

Mr. Rounps. Not immediately; no. 

Mr. Kuemnrecp. Four years after? 

Mr. Rounps. We didn’t have complaints for 4 years; I don’t 
believe. 

Mr. Kieinretp. What period of time? 

Mr. Rounps. Well, immediately prior to removing the product from 
Line market was when we received the oreatest number of complaints, 
| would Say. 

Mr. Kueinreicp. What period of time? 

Mr. Rounps. Immediately prior to removing the product from the 
market. 

Mr. Kueinrevp. At that time vou made a formula change, did you 
not ¢ 

Mr. Rot NDS. Yes. 

Mr. Kurmnrecp. And after that you then recalled your product? 

Mr. Rot NDs., Yes, Sli 

Mr. Kiernrevp. I have no further questions. 

The Cuamrman. You believed in your product, did you not ¢ 

Mr. Rounps. Yes, sir. 

The CHAIRMAN. As soon as you received a complaint, why didn’t 
you immediately go to a laboratory and say, “I want you to test this 
product and find out whether it could cause the injury complained 
of.” Did you do that ¢ 

Mr. Rounps. No, we didn’t do that. probably because the complaints 
were so infrequent. And we didn’t know what might be causing 
them. 

Phe Cuarrman. <All right. 

Mr. Abernethy ¢ 

Mr. Anerneruy. Yes; I have one question. When you received 
the first two or three, let us say, complaints about the product, I un 
iersto “| you to Say there were IY or 15. what did you do about them ? 

Mr. Rot NDs, We wrote to the customer, who was generally quite a 
distance from us. 

Mr. Anerneruy. Did you reply to all of them? 

Mr. Rounps. Pardon / 

Mr. Anernetruy. Did you reply to all the complaints / 

Mr. Ror NDs, ] believe we did. 

Mr. Apernetiry. Did you diffe: with them as to what happened 
Ol seek additional Information from them / 

Mr. Rounps. We « ertainly wouldn’t differ with them or argue with 
them. 

Mr. Anerneruy. What did you say? 
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Mr. Rounps. We certainly would send them a letter and tell them 
if thev felt they had suffered some discomfiture resulting from the 
use of our product we were certainly very sorry, and if they experi- 
enced any financial expenditure by virtue of doctors’ Visits, we would 
reimburse them for it. which we did. 

Mr. Anerneruy. Well, I don’t want to be misunderstood. I, just 
can’t believe that anyone putting a product on the market would de- 
liberately continue to process and distribute that particular com- 


modity when he knows it might be causing someone some particular 
injury In i judgement, you were a little bit slow and reluctant to 
take the initiative and do somethin a about it. That is what brings 


on the hearing we are conducting now and brings on new laws and 
new supervising agencies, which business does not like. 

We as free Americans a cl free busine Sle clo hot hike to have 
somebody governing our business. But the failure of many of us— 
somet mes mie, pel I ips, sometinie you, mm ivbe someone else to mm 


n echately take steps and correct a thing of that kind Is What brings 


governing agencies and controls upon the people. 

| really was not too mu h concerned about this cosmeti subject 
until we got into it. Now I think it is serious enough that probably 
something is going to have to be done to bring a little more supervision 
over the processing and distribution of the products. 

That is all, Mr. Chairman. 

The CuatrrMan. Mr. Jones? 

Mr. Jones. About how many packages of this ham poo did you 
distribute under vour first formula, the formula you were using before 

was reealled / 
Mir. Rounps. Probablw several hundred thousand. Limagine. That 
just a ' ; 
Mr. JONES, What procedure cl cl Vol use for trvihg to take that off 
the market. to recall t. to get it otf the shelves after you decided to 
chat (re the formula—to vet the old product ofl of the market, the one 


vou evidently feel was causing some harm or at least causing 


‘(FILTeSsS 


complaints / 

Mr. Ror N Ds We notified every jobtl er. 

Mr. JONEs. Every jobber ¢ , 

Mr. Rounps. Yes, sir. 

Mr. Jones. Did vou thin! 
on down the line? 

Mr. Rounps. Yes, sir. 

Mr. Jones. Did you volunteer to replace an of the old formula 
with the new formula ? 

Mr. Rounps. We did so; yes, sir. 

Mir. Jones. You did do that? 

Mr. Rounps. Yes, sir. 

Mr. Jones. And it is your belief that you used every effort you 
could to take the product that caused the complaints off the market, 
and were vou satisfied that you had got it all off the market when vou 
put out the new product ¢ ; 

Mr. Rounps. Yes, sir. 

Mr. Jones. That is all. 

The Cuarrmman. Anything further / 

Mr. Kurervrecp. I have nothing further. 


the jobber would notity the retailer and 
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Che CHARMAN. You are excused. 

Mr. Rounps. Thank you. 

Phe CHarmman. Call the next witness. 
Mr. Kueinrecp. Mr. Rheinstrom. 

The CHareMaAn. Your name and address ¢ 
Mr. Ruernsrrom. Robert I. Rheinstrom. 
745 Fifth Avenue, New York. 


vain stered by the chairma 


he address of our ofhies 


‘| he oath wa 


[ would very miu ppreciate having Dr. Goldzieher pet ed t 
sit neXt to me 

The CramoMan. There is objectio 

Vir. Rerernstroom. |] vO 


TESTIMONY OF ROBERT I. RHEINSTROM, REPRESENTING 
HIRESTRA LABORATORIES, INC., NEW YORK, N. Y. 


\I KLEINFELI Mii iit trom. What is youl po tion or conne 
[ with Hirestra Laboratories ¢ 

Mr. Rueinstrrom,. | the founder of Hirestra Laboratories. 1 

t that Dusihess » with the aid of e ventiema to mv left and a 

er of others who are mentioned in my paper. So I will save you 

time and won t repeat that 

Mr. Aueinrecp. What the name of the gentleman to vour left / 

Mr. Rueinsrrom. Dr. Goldzieher. 

Mir. Kaueinrenp. His first name 

Mr. Riterinsrrom. Max Other men are mentioned here I b { 


sjness up and 46 sold it. 
Mir. Kurinreitp. \W vour present connection with it / 
Mr. Riernstrom. My 1 ent connection with it vdvisory 
Mr. Kureinrevp. A Ol 
Mir. Rivernsrrom,. Adviser 
Mr. Kuxinrecp. Will you please read your statement ? 
Mir. Ruvernstrrom. Hirestra Laboratories. Inc.. of 745 Fifth Avenue. 
New York. N. Y.. manufacturer and distributor of the Endocreme line 
osmet products, by Robert I. Rheinstrom, its founder, respect 
\ ‘) stot Tre is foll \- 
Hirestra Laborato a . hereinafter referred to as “Hirestra”™ « 
“Endocreme™” was orporated in November 1936 after several vears 
heen spent in the research and examination of a new product of 
tifie nature that could safely be presented to the publ ¢, having 
n ts pl rpose the henefit to t e skin ot the usel I) thr Course oO 
the ntervening yeal . Hire tra has adhered to t - policy adhd eacl 
f its products has bee thoroughly tested before marketing. Of 
vreatest hnterest, perhaps, To this committees : Hirestra’ experience 
wil Its KEndocreme oO} one face cream, its fi sft product ind the 
first - ecessful product of { < nad and whi has received w cl accept 
e ever since its introduction to the public in 1937 | coughing 
Excuse nie, Mv throat : i bit off. but I didn't want to delay unvthing 


; 


ere today 
The Cuamman. Take your time, 
Mr. Ruernsrrom. Endocreme hormone face cream contains ingredi 
ts which are used in the preparation of the finest face creams and 
n addition contains a normal hormone LO.Q00 I U. per ounce, with 


} e supply fo. ! r-qtay Ist 
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Mr. Kuiernretp. Did you mean normal or natural hormone, sir? 

Mr. Ruerstrrom. Natural. 

The exact ingredients have been listed by Hirestra with various 
Federal agencies, including Food and Drug Administration, Federal 
Trade Commission, Pure Food and Drug Division, and Aleohol Divi- 
sion of the Treasury. For business reasons we respectfully prefer 
not to furnish these at this time for the public record, but they were 
sent December 29, 1951, to the members of this committee. 

Its formula, as originally conceived, has remained substantially 
unchanged except for very minor ingredients which were added to 
maintain homogeneity. 

Estrogenic hormones were introduced commercially into the United 
States in the early 1930's by the well-known Schering Corp., of New 
Jersey. As early as December 1935, Schering’s research division, 
after careful research, determined that the female hormone known as 
estradiol, then being produced by Schering, was, on application, ab- 
sorbed through the skin and that when so absorbed, did have a bene 
ficial local effect on tissues under and in the skin, thereby general], 
improving the tone and texture of the skin where applied. 

Dr. Alean Hirsch, now deceased, a member of that research divi- 
sion and a chemist of high repute, passed this information on to me, 
the originator of Endocreme and the founder of Hirestra. At that 
time I had comple ‘ted a business survey ‘ of the cosmetic field and was 
then in search of an ingredient which would prove to be really bene- 
ficial when incorporated as a component part of a new face cream. 
The idea of introducing the hormone in low potency into a cosmetic 
face cream was thus born. Dr. Hirsch thereupon joined forces with 
me to implement the conception and to further test the conceived 
product which was thereupon named and has ever since been known 

“Endocreme.” 

An arrangement was thereupon made for Schering to supply the 
natural hormones to Hirestra. Hirestra then spent about 2 years 
having tests made to determine the efficacy of the new product and to 
prove its harmlessness. The aid of Dr. Max Goldzieher, who is now 
before this committee, was thereupon enlisted. He has continued ever 
since then on the scientific staff of Hirestra. Among other advisers 
on such staff have been renowned chemists and physicians of note, 
some of whom have served the Government, including Dr. Samuel M. 
Peck, Dr. Udall Salmon, Dr. Louis Schwartz, and our highly esteemed 
Dr. Harvey Seil, how deceased, 

Samples were furnished first to Dr. Goldzieher, who tried them on 
his private patients. Biopsies then made by him of skin to which 
Endocreme had been so applied clearly demonstrated beneficial results 
with no evidence of irritation or harm. The testing was thereupon 

expanded to include tests conducted by Dr. Salmon and his partner, 
the late Dr. Geist, by the said Dr. Samuel M. Peck, Dr. Louis Schwartz, 
and by five other doctors—including endocrinologists and dermatolo- 
gists—all of whom conducted these tests on their private patients. 
These tests showed a definite improvement of the skin in 70 percent 
of the cases tested and that such improvement was obtained in from 
10 days to 4 months, depending upon the age of the user, and daily 
application by the user. There was no evidence of harm or SV stemic 
effect. The tests were thereupon expanded on a much larger scale on 








li 


to 


In 
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about 30 patients at Grassland’s Hospital, Valhalla, N. Y., and imme- 
diately thereafter to 550 women across the country. gen expanded 
tests conducted over a period of about 6 months again conclusively 
affirmed the results which the above-named doctors had noted as a 
result of their privately conducted tests. All of these tests, so con- 
ducted over a period of at least 2 years, showed no case of harm what- 
ever toany user. In addition, samples of Endocreme were distributed 
among numerous members of the medical profession of this country, 
together with literature stating that there was contained in the prod- 
uct estradiol, with the request that such doctors test Endocreme upon 
their patients. Letters of commendation were received from such 
physicians, including specialists, certifying to the beneficial use of 
Endocreme as observed by them, and in no instance making mention 
of or reporting any harm of any kind to any women who h: ad used it. 
After the completior . of the afore-me tioned tests : and at about the 
time that Endocreme was being introduced to the public, Dr. Samuel 
M. Peck and I, at my suggestion, in September of 1937, flew to Chi- 
cago and fully informed Dr. Morris Fishbein, the then editor of the 
Journal of the American Medical Association, concerning Endocreme 
and the tests which had been made. ‘This visit was occasioned because 
of the novelty of the product which marked a new era in cosmetics 
ind my desire to properly acquaint the medical profession through 
the American Medical Association with the product and a description 
of the tests and the results achieved thereon. We were thanked by 
Dr. Fishbein, who seemed very favorably impressed who then stated 


to us: 
As long as you follow the leadership of Dr. Peck, you will have no trouble 


Before ads of the new product were accepted by such prominent 

iagazines as Vogue, Harpers, Woman’s Home Companion, Medical 
Record, Good Housekeeping, and all of the leading newspaper chains 
of the country, Hirestra presented to their management the results 

f Hirestra’s tests _ Endocreme and convinced management in 
each instance of the benefits and harmlessness of Endocreme, so that 
the ads were in all instances accepted. 

Despite Dr. Fishbein’s assurance, as above, however, the AMA in 
April 1938, made an unwarranted attack upon Endocreme by an 

rticle published in its said journal, edited and sponsored by Dr. Fish- 

ein, and which was captioned : “Endocreme—a cosmetic with a 
enace.” This unwarranted libel of the company and its product 
provoked litigation which continued from 1938 to 1940, during which 
me the despositions of physicians on both sides of the controversy 
as taken. NO testimony, however, was adduced from any of such 
hvsicians to substantiate that harm had ever been caused by the use 
of hormones or that the low potency of hormones in cosmetics could 
have any systematic effect. The evidence further revealed that the 
wk was based upon tests hurriedly made on rats with a potency of 

m mene hundred times normalcy. 

Hirestra thereupon, in 1940, presented in written form to Dr. Camp 
bell, the then head of the Food and Drug Administration in Washing 
ton, a complete history of the development of Endocreme, the tests 
which had been made, the charges leveled against it by the AMA 
in its said attack, and the views of other unprejudiced, highly experi 
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enced physicians refuting such attack. Dr. Fishbein and the AMA 
were invited by Dr. Campbell to submit evidence as against Endo 
creme. As far as we know none was submitted. Suffice it here to 
say that after a most thorough and searching investigation on the 
part of the FDA, Dr. Campbell then stated in 1940 to me: “There is no 
interference”—and down to the very date of this hearing there has 
been no interference. We wish also here to note that as recently as 
1951, the FDA as part of its follow-up activities in the matter, at our 
invitation under the direction of Dr. P. B. Dunbar, then in charge, 
conducted a survey of Hirestra’s records and failed to find evidence 
of even one case of harm over all of the years since 1937. 

Over the course of the years, endeavors were made by uninformed 
persons, from time to time, to persuade the health departments of 
several States to prohibit the sale of hormone cosmetics without a 
doctor's prescription first had. In all instances the scientific evidence 
presented by Hirestra—and by that time developed by other hormone 
‘ream manufacturers—convineed such departments that such limita 
tion on the sale of these products was unwarranted. The most recent 
instance Was the hearing before the Loutsiana Board of Health held 
in 1949. It is interesting to note that after the scientilie evidence of 
the hormone-cream manufacturers was presented by their doctors, 
the State health authority asked for a recess in order to obtain evi 
dence from the various medical societies of the country to counteract 
the claims of the manufacturers. Despite the fact that extreme care 
was taken and a countrywide trip made by members of the Louisiana 
Medical Society in search of supposed contrary evidence, when the 
meeting was re nvened a month later, the answer was that the doctors 

ul failed to adduce any evidence which would in any way contradict 
the evidence submitted by the manufacturers’ medical experts 

Kendo reme | is be h On the market for Lo years, curing which time 
millions of jars have been used by thousands and thousands of women. 
Hirestra’s files are replete with thousands of letters from erateful 
users of the product. Over the course of these years not a single case 
of harm from the use of Endocreme has ever been proven, nor have 
we or our products liability carrier ever paid one cent in settlement 
of any such claim. 

\s a result of its experience and success with Endocreme, the fol- 
low ne items were added by Hirestra to its line: (dad) Endocreme 

leansing creanl, a superior cleansing cream containing ho hormones. 
{ h) kndocreme hand beauty, a hand lotion which contains hormones. 

The for mulas us to each of these items were developed and Upprove d 
by the scientific staff of Hirestra and adequate tests were made with 
the results that, despite their wide public acceptance, there has like 
wise heen not one cause of harm. The ingredients contained in these 
products have been disclosed to the said Federal authorities and to 
tlie members of this committee. 

In testifying before this committee, we have been given to under- 
=f ind that it is permissible to make suggestions and recommendations. 
It is Hirestra’s view that when a new cosmetic is placed on the mar- 
ket, containing an active therapeutic ingredient, not previously used 
in cosmetics, that such product should first undergo a series of animal 
tests for toxicity and idiosynerasy. Subsequently, if warranted, the 
product should be further tested on humans under actual conditions 
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similar to those that would exist when the product is marketed. These 
results should then be discussed in Washington with the chief of the 
FDA and his staff members, and their reaction considered prior to the 
marketing of the preparation, A caretul batch control should be 
kept and laboratory samples periodically examined so as to insure 
that the product always maintains its standards. 

Annexed to this statement and for record purposes and the use of 
the entire committee Is a copy of the informal memo entitled “Hor- 
mones 1n Cosmet CS H irmless Doctor’s Proof” dated Novi mber De 
1951, which was sent by me to the two medical members of this com 
mittee prior to the commencement of their cross-country trip. 

Before concluding, ple ise permit me to hand to the committee a 
folder which contains art cles which have been published relating to 
the use of hormones in cosmetics, and including the summary article 
written by Milton A. Le sser in the July L949 issue of Drug and Cos- 
metic Industry. 

Phe CHamman. That will be marked for identification subject to 
approval. 

“You ia) proceed, 

Mr. Kuernrevp. Mr. ¢ 
to = statement 


baibibbadh, Mr. Rheinstrom has also annexed 
copy of an informal memorandum which at one 
Lime | think he submitted to some members of the committee. Is it 


your Wish this inforn 7 memorandum De made a part of the record ? 


Phe CHAIRMAN, We wv I] mark t also tor identification ~ ibject to 
| o\ i! 
Phe de ts referred ire as follows:) 
I] II 1) 
( d | R. LR 
el es ( | l stig ‘ } IJ« 
I I 1 Cos ‘ Ilouse R i4 ! 
\ ‘ 1 7 0) er s 1 
wing fe ‘ 
ve t i ( i nr 
ad { ! st ‘ \ ; ~ | 
) shbein’®@ J rna \me l \ 
\ Ls tithe \ Cosme \ I i i . ‘ 
. v i d ( Dr. ¢ Rk. M e, | é 
| £ 
‘ e 4 \ s and < 
st 1) y e, tes Ww e | do S 
( enefits to be de m the us¢ 
f nes in a é These « s (practicing physici: lei 
ends ! y ( ire of high rey ition S 
s ‘ el ( ina s ( ed inl sv 
cle Vv, end L I 
fter we had thus « nares doubts al t the new pre t, and be us 
u 1 for ‘ essiol e of these doctors and I flew to 
g ‘ i rn e AMA eri gw the é rodu 
} ~ ‘ t . y s tl | \ 
! need | st pany, W \ id 1 nie W 
the AMA 
I ther proceeded ] { cl | } l 
Z > lis I April 0, 195s, issu l JAMA 
ha rticle f é I ‘ \ Cosmetic With a Menace I ni tely 
( ' ; press } ' ree < 1] for e evid ‘ 
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Dr. Moore, Chicago University, who (the article stated) made the tests re- 
fused to see me, but I insisted. He said the tests were made by his staff but 
he refused to give me the name or the address of the person in charge, and he 
also said he did not have the basic information. 

I finally located a nurse (Naomi Beck) at a hospital in Connecticut. She made 
the tests, in Chicago, and she told us all about the tests, viz: 


Tests were made on cancerous strains of mice. 

The potency was 210 times normalcy. 

She was requested to hurry the tests so that the report could be published 
in the April 9, 1938, issue of the J. A. M. A 


The foregoing gives you the basis for the attack and shows why the attack 
Was unwarranted. 

As shown hereinafter the amount of estrogen used in reputed cosmetics (10,000 
I. U.’s per ounce—2 ounces a 30-day supply) is one-tenth of the amount necessary 
to produce a minimum vaginal effect. 

Here (briefly stated) is what was said by doctors at the hearings in the suit 
brought (August 1938S) by Hirestra against Dr. Fishbein and the AMA after the 
attack. The statements marked “DEP” are from depositions made by doctors— 
at the hearings. Other quotations are as identified. These statements will 
prove to you that the use of hormones in cosmetics is definitely harmless. 


RE MICI 


Dr. Leo Loeb (Journal A. M. A., “Glandular Physiology and Therapy,” 1935): 
“Cori then attempted to produce cancer in female mice, belonging to a high-cancer 
strain and castrated at an early period of life, by the injection of estrogenic 
hormone at regular intervals over a long period of time. These experiments as 
well as those continued by him, gave negative results, apparently owing to the 
use of insufficient doses.” 


KE HUMANS 


Dor. Raphael Kurzrok (Ku. Dep., p. 7) : “I have given all sorts of (therapeutic) 
dosages (to humans). I am personally in favor of large doses. They would vary 
from 50,000 units up (70 times Endocreme). I would say 50,000 units for me 
would be a fairly small dose (70 times Endocreme). The largest dose—46,000,000 
units over a period of 6 years” (Ku. Dep., p. 10) ‘I don't think very small 
dosages are of any (therapeutic) effect one way or the other’ (Ku. Dep., p. 
10S). 

Dr. Max Goldzieher (Go. Dep., p. 170-171): “I would add that considerably 
larger dosages of estrogen than I have mentioned (10.5 to 140 times Endocreme) 
ean be given to a human without causing any harm.” 


RE RATS VERSUS HUMANS * 


Dr. Emge (J. A. M. A. 6/1/38): “Such warnings are prone to create the im- 
pression that what strictly applies to animal experimentation applies also to 
man. However, laboratory findings until proved applicable should not be in- 
terpreted clinically, but should be viewed strictly in the light of species and 
strain susceptibilities of the particular animals and tumors studied.” 

Dr. Goldzieher: “It is scientifically unpardonable if a man does not recognize 
the fundamental difference between the results of experiments in mice and in 
other animals. Let alone humans.” (Go. Dept., p. 177) 


Dr. Kurzrok: “The production of cancer in a rat is one thing. The proedue- 
tion of cancer in a mouse is another thing, and the production of cancer in a 
human is entirely a different story.” (Ku. Dep., p. 15.) “The transference of 


these results to the human is beset with great danger.” 
The relation of estrogen therapy in the human to carcinogenesis. 

Dr. Ephraim Shorr and George N. Papanicolaou: “An analysis of the data (5 
years of tests at the Endocrine Clinic of the New York Hospital) leads to the 
conclusion that no evidence exists that estrogenic hormone, given in physiological 
(normal) doses has led to the development of carcinoma in man.” (Third 
International Cancer Congress, Atlantic City, September 1939.) 

Dr. S. H. Ceist and Dr. U. J. Salmon: “The Effect of Long Continued Estrogen 
Administration Upon the Uterine and Vaginal Mucosa of the Human Female.” 
(Test period 3 months to 4 years—124 cases (humans)—doses 10,000 I. U. to 
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U., three times weekly.) (42 to 630 times the strength of Endocreme 
“Biopsies studies revealed that there is apparently a limit to the 


inction ) 
This proliferation falls within 


it of proliferation which estrogens induce 
i] limits regardless of the dosage or duration of therapy When the dosage 
etrium is cast off and the vaginal mucosa sheds 


is a certain level, the endo: 
appear to prevent excessive 


whified epithelial cells both phenomena 
Estrogens do not produce proliferation of the epithelial elements 
iterine and vaginal mucosa which transgresses the normal physiologic 
Congress, Atlantic City, September 1930.) 


} : 
Cancel 


(Third Internationa 
I feel that there is no evidence at present that 


Salmon (Sa. Dep., p. 130) 
p carries even a remote hazard of 


loLeNeSIS 


Dr. Seelig (Se. Dep., p. G97 I have never heard of a malignant condition 
eloping in the human being a he result of the administration or application 
ny of the estrogens 
ogens have no cumulative effect 

Dr. U. J. Salmon (Sa. Dep., p. 126): “Estrogens do not transgress the normal 
indaries in spite of continued administration of enormous doses”. 

Dr. M. A. Goldzieher (Go. Dep., p. 172): “We don’t know of any dosage high 
ugh to cause damage in humans.” 

Question (Go, Dep., p. 238): “Do not estrogens have an accumulation 
n the body”? 
Answer: “I would not say that 
Dr. R. Kurzrok (Ku. Dep., 95): “They don’t accumulate in the body to the 
hest of mv knowledge.” (Dep., p. 170) “No harm has ever been caused to my 
itients by estrogens.” 

rhe foregoing is just a small part of the evidence presented by eminent 

ctors. As a result the suit ended with an agreement worded as follows: “All 

atters in controversy having been settled to the satisfaction of both sides, the 
. is discontinued.” 

Directly after that I asked Dr. Campbell (head of the FDA) to examine the 
and I made available to them full details of the tests made in the de- 
pment of Endocreme I also presented full details of information gathered 
the suit After several months of examination by the FDA, I went to 

Washington and Dr Campbe stated “We have investigated the product 
is no interference There has been no interference by them ever since 

Irrespective of all the evidence gathered at the hearings, and notwithstanding 

inbiased conclusion of the FDA (after their careful examination), trouble 
kers still continue their efforts 

These efforts were expressed in a number of States—Kentucky, Virginia, 

fussachusetts, New Yor and Louisiana In every instance our evidence Was 
bmitted and the rulings were withdrawn 

The Louisiana instance (1946) will be of particular interest to you The 

Orleans Parish Medical Society requested the Louisiana Board of Health to 
the sale of hormone cosmetics. When the ruling was passed, the leading 
inufacturers asked for a hearing by the Board of Health. The hearing was 

y ted and attended by many members of the Orleans Parish Medical Society, 

d the doctors who made the tests for the manufacturers were present and 

escribed their tests. The members of the Parish were asked to cross-examine 

he doctors who represented the manufacturers but only one had anything to 
What he said was to compliment Dr. Goldzieher (who tested Endocreme) 
the evidence he presented. Following the hearing, the head of the Louisiana 


hoard of Health wrote a letter to the Parish asking for evidence to warrant 
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nuation of the ban. The board delayed its decision on the matter for about 
nth to enable the Louisiana doctors to obtain evidence in support of their 
ial complaint A Nation-wide investigation was made by these doctors, 
lespite such investigation they could not and did not submit any evidence, 
he ruling was withdrawn 

th all of the foregoing evidence and with more than 15 years of use by the 
e without a case of harm, the FDA was (within the last year) asked to 
line the files of a manufacturer and to review the history of the use of 


mones in cosmetics. They did this, and their latest form letter, in answer 


eries, reads: “We have your letter of March 29 inquiring whether a hormone 
mn may cause cancer. The cosmetics of this type on the market contain 
10,000 to 20,000 units of estrogenic substances in a month’s supply The 
tions in most cases specify that a small quantity is applied te the face 
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These articles have been widely distributed for approximately 10 years and there 
have been no reports in medical literature which suggest harinful effects result 
ing from their application.” 

There is no doubt, and there never should have been any doubt, that hormones 
in cosmetics are absorbed through the skin, and rehabilitate the cells and layers 
under the skin, restoring a more youthful look. 

The extent to which Fishbein (in recent years) feels that we can be guided 
by the FDA is expressed in the following statement made by him at an address 
years after his attack on hormone creams. He said, “The techniques of investi 
gation of the Food and Drug Administration are much more effective than any 
other techniques I have mentioned.” In this same address in 1946 he said, 
“The new Drug Act made it impossible to introduce a new drug into circulation 
or a new product without first having cleared it through the FDA as to the 
safety or harmlessness of the product concerned, and as a result we have made a 
great deal of progress the introduction of new cosmetics and new therapeuti 
devices, physical-therapy devices, and other materials of various kinds.” Dr 
Fishbein, in this speech, has affirmed that we can rely on the conclusions of the 
FIA 

After thorough investigations by the FDA, no case of harm and no fault having 
been found by the FDA concerning the use of hormones in cosmetics, and the 
original fault tinder and trouble maker having indicated that we can rely on 
the FDA, there can be no doubt about the safety and effectiveness of hormones 
In cosmetics 

Irrespective o the foregoing evidence, the manufacturers of hormone cos 
metics will welcome a meeting with the committee on its return from its cross 
country trip 

In view of the foregoing, we trust that the situation is completely clear. Un 
fortunate ly rash statements made by unqualified observers, have succeeded i 
reaching the public via newspapers with a resulting harmful and unwarranted 
effect to the re putable | manufacturers of hormone cremes We hope, therefore. 

t 


that disc ssion of his nature will be confined to the meeting ut the eon lusion 
of your trip when we will be able to diseuss frankly any questions you or your 
committee may have 

Respectt vy submitted 


HItkESTRA LABORATORIES, IN« 
By Rosert I. RHeEINSTROM. 


P.8 Phe f Wing statements and articles may be of interest 
bor. Fish speech to the American Marketing Association, October 8, 1946 
page 17 Mi ane he editor of Good Housekeeping, wants to know if the 
AMA is a racke l have a very simple answer It is a good racket, but not as 
good as Good Housekeeping.” 
The following described papers on the subject of hormones in cosmetics may 
“4 ihe* a) Té ent to ve j 
Estrogenic Hormones and Carcinogenesis, Surgery, Gynecology, and Ob 
stetrics, February 1939 
AMA lau es new attic estroven hormone cosmetics, Drug Trade 
4 - 


lhe effects f estrogens on senile skin, Dt Max Goldz eher, Journal of 


Gerontology, April 1946 


The ho me cream problem, Dr. E. G. Klarmann, American Perfumer 


and Essential Oil Review, November 1946 
Says estroge is especially suited to cosmetic use, Drug and Trade News, 
May 19, 1947 
Mr. Kueinreip. Mr. Rheinstrom, when this committee first com 
municated with you you were asked, among other things, to furnish 


the committee with the names of all the products which your company 


manufactured for distribution: is that correct ? 

Mr. Rireinsrrom. Yes. 

Mr. Kiemrecp, And in your statement to us you stated that in ad 
dition to Endocreme you added the items— 


Endocreme Cleansing Cream, a superior cleansing cream containing no hor 
mones; Endocreme Hand Beauty, a hand lotion which contains hormones 
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Mr. Rueinstrrom. Yes 

Mr. Kurinrecn. WI dicated vou were puttin 
products ¢ 

Mr. Rirernsrrom. Ye 
Mr. Kuemnrecp. And that you wei reluctant to furnish the com 


} 


mittee with a list of the ingredients of your products, and we ther 


out three 


asked you to Turnish tha formation to us. Is that correct ¢ 

Mr. Rueinsrrom. Yes 

Mir. Keemerecp. And furnishing that information to us, you 
mentioned, in youl tbsequent letter of December 29, 1951, two othe 
yroducts which had not been mentioned in the original statement. 

Mr. Ruetnstrom. That is right. 


Mr. Keemyreco. Endocreme Light Cream and Endoereme Hor 
mone Oil 

Mr. Rieinsrrom. Yes 

Mii KLELINPELD HH \\ that ¢ 


Mie. Reeinsrrom Phe thre tems which | mentioned to vou and 
the basic tests from wh developed the hormone oil were made dur 
ing my ownership of the business. ‘These other items are outgrowths 


of that and are hot in} inias Now 
mannrgel md oul oct of chemistry wWilitlol to Dr. Goldz eher. 


we have here ou production 


Mr. Riuvinsrrom. Certainly 


\] INLEINFE!I = tion to the three products vou mentioned 


IS | I rrect 4 

Mr. Rireansrne Yi 

Mr. Kivinrenup. Is it ne fact you also put out st other products ? 

\] Rin NSTROD I] { I hos ir it prod ets s 
, , 

\] KneINI \I R er vou « I may be labo o 
i ined Vou el est fy no er 
behalt Hirestra , 

Mr. Rirernsrrom. Yt 

\ KeiINFELD Wea ‘ Hirestra to supply th om ttee with 
a listing of all the p ucts Hirestra makes 

\l Ry EINSTROM Yes 

Viv. Kaeinrenp. Tog with a list of all the ingredient: 


Mr. Riteinstrrom. Y 

Mr. Kueinrecp. Have vou furnished the committee with that i 
formation / 

Mr. Rueinsrrom. I want you to ask Mr. Hansen, about the addi 
tional information. 

The CuHarMaAn. What is your name? 

Mr. Hansen. My name is Fred Hansen. 

Phe Cuatmman. What is your capacity ¢ 

Mr. Hansen. Lam plant manager for Hirestra Laboratories. We 

1 understand it, by Mr. Rheinstrom or 

our lawyer, Mr. Klein, for Endocreme, Endocreme Light Cream, 
OF (ocreme Hormot ed) land I docreme Cream al dl OF docreme Ho 
mone Hand Beauty. 


] ] ] ! 
have submitted Tormiulas, as 
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Mr. McDonoven. Are you referring to your letter to Mr. Delaney 
of December 29 / 

The Cuarmman. It is in there, yes. 

Mr. McDonoven. Is that all? 

Mr. Hansen. I beg pardon, sir. We omitted for some unknown 
reason to me to send to the committee the ingredients used on items 
that we produce, a shampoo and the scalp lotion, hormone sealp lotion, 
for which I have statements here which I will present to the committee. 

Mr. Kieireip. Do you make a shampoo / 

Mr. Hansen. Yes, sir. 

Mr. Kuernrevp. That is not mentioned in your statement. 

Mr. Hansen. Beg pardon? 

Mr. Kiervrevp. That is not mentioned in your statement. 

Mr. Hansen. That is not mentioned. 

Mr. Kureinrecp. Are there hormones in that shampoo / 

Mr. Hansen. No, sir. 

Mr. Kieinreip. Do you make a hair beauty preparation ¢ 

Mr. Hansen. Yes, sir. 

Mr. Kuerrexp. That is not mentioned in the statement. 

Mr. Hansen. That is right. 

Mr. Kieinrevp. Are there hormones in that preparation / 

Mr. Hansen. Yes, sir. 

Mr. Kieinrecp. You make a scalp conditioner ¢ 

Mr. Hansen. Yes, sir. 

Mr. Kueinrevp. That is not mentioned in your statement. 

Mr. Hansen. No hormones. I have data on—— 

Mr. Kuernrevp. The formula for that? 

Mr. Hansen. Yes, sir. 

Mr. Kueinretp. To get the record clear, is there anything else 
which Hirestra Laboratories makes which the committee has not been 
informed of ¢ 

Mr. Hansen. No, sir. 

Mr. Kurinrecp. Is that right ? 

Mr. Riternsrrom. That is right. 

The Cuatrman. Do you have the ingredients there ? 

Mr. Hansen. Yes, sir. 

The CuarrMan. Let’s have them. 

Mr. Jones. Mr. Chairman? 

The CHarrmman. Yes. 

Mr. Jones. Will Mr. Kleinfeld yield ? 

Mr. Kueinrevp. Yes. 

Mr. Jones. I do not think we ever did get Mr. Rheinstrom thorough- 
ly identified with the company. He said he was the founder of 
the company but didn’t give the present relation. Are you interested 
financially as president or as an officer of the company now ? 

Mr. Ruerstrom. No; I am not the president. I am only serving 
in What might be called an advisory capacity. 

Mr. Jones. Do you have stock in the company ? 

Mr. Ruersrrom. No; I sold the business in 1946. 

Mr. Jones. You have no financial interest in the company? 

Mr. Ruerstrrom. No. 

Mr. Jones. And you are an adviser on a salary? 

Mr. Ruernsrrom. You mean adviser on a salary basis, not a salary 
they pay somebody else. 
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Mr. Jones. I mean does the company pay you a salary as an adviser 
with the company. 

Mr. Ruernstrom. Yes. 

Mr. Jones. Is it a stipulated sum or on—— 

Mr. Rueinstrrom. Yes. 

Mr. Jones. All right. 

Mr. Kuetnrecp. Another thing the committee asked you to furnish 
was a statement of the testing, Mr. Rheinstrom, which your company 
had performed on its products. Are you in a position to tell the 
committee what tests your company performed with its shampoo, for 
example, before placing it on the market ? 

Mr. RHEINSTROM. | had nothing to do with the shampoo. 

Mr. Kieinrenp. Is there anybody here who can ¢ 

Mr. Hansen. Yes. 

The CHAIRMAN. The answer is “Ves,” We will take that later. 

Mr. Kieinre.tp. On page 3 of your statement you talk about tests 
which were made, and you say the tests showed a definite improvement 
of the skin in 70 percent of the cases tested and that such improvement 
was obtained in 10 days to 4 months, depending upon the age of the 
user. 

When you say “definite improvement,” you mean in the appearance 
of the skin? 

Mr. Ruemsrrom. Yes. 

Mr. Kuiernrexp. Is it not a fact that that improvement is a tem- 
porary improvement which lasts only so long as the hormone prepara- 
tion is utilized ¢ 

Mr. Riternsrrom. I could answer, but there is somebody next to me 
that can answer it better than I can. 

Mr. Kuervrecp. Fine. 

The CuamMan,. Are you able to answer ? 

Mr. Ruernstrom. Sir? 

The CHatrmMan. Are you able of your own knowledge to answer 
that question ¢ 

Mr. Ruemsrrom. I can say this: that it improves the texture and 
the appearance of the skin, which is what has been proved by tests. 

Mr. Kueirevp. Can you state for how long a period of time? 

Mr. Ruernsrrom. As I remember, the records showed that the im- 
provement came sometime in 10 days to 2 weeks and sometimes in 
{ months, It depends upon the condition of the skin and the Wat) the 

reanh was applied. 

Mr. Kieinreitp. Are you able 

Mir. Rueistrom. That is with the regularity of appliance. 

Mr. I EINFELD. Are you able, on the basis of your know ledge and 
position in your company, to state as a fact that the preparation 
caused a permanent betterment of the appearance of the skin in these 
women / 

Mr. Rererysrrom. Continued use is required. 

Mr. Kieinreitp. You have to continue using it: is that correct ? 

Mr. Ruerstrrom. Yes, sir. 

Mr. Kiemreitp. You mention, Mr. Rheinstrom, your controversy 
with the American Medical Association. You mentioned an attack 
made by Dr. Fishbein. Here are several articles from the Journal of 


the American Medical Association. This one is dated April 9, 1938, 
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this one is June 16, 1945, and this one April 20,1940. Are you familiar 
with those? 

Mr. Rueisrrom. I am particularly familiar with the one of April 
Q. L938. 

Mr. Kiernrevp. I would like to show them to you, Mr. Chairman, 
and see whether they should be placed in the record. 

The Cuatmman. I believe they should be. 

Mr. Kueinrevp. I think they ought to be placed in the record in 
order to give a complete picture. 

The Cuarmman. All right. 

Mr. McDonoven. Have you read the articles ¢ 

Mr. Kuemnrenp. Yes. 

Mr. McDonovuen. Are they critical of the product é 

Mr. Kueinrecp. Yes. These are fairly old—S58, “40 and “45. They 
re critical. 

The CuarrMan. I think the door has been opened here to make them 
part of the record, ana | think the witness quotes Dr. Fishbein, and 
here are the irticles that speak fo. themselves. 

Mr. McDonoveu. The only point I was making—in his testimony 


referred to one instance where Dr a shbe nh atta kecd the produet, 


ind that wa later corrected. and he further stated, “Fron now on 
there will be no interferen eo.” 

Mr. Ruersrrom. That was Dr. Campbell. 

Mr. Kurinrecp. That was Dr. Campbell of the Food and Drug 
Administration. 

Mr. McDonoven. Oh, I see. 

Mr. Kurinrecp. These articles, as Mr. Rheinstrom has mentioned, 
were highly critical of his preparation. 

Mr. Rrrernstrom. If I may answer that, I would very much appre- 
ciate each one of you reading that from A to Z and then going over 
what IT have said here. I would greatly appreciate that. and I am 
sure all manufacturers who are in the cosmetic business will appreciate 
that. 

Mr. Kurtmnrevp. Mr. Chairman, I suggest these be placed in the 
record. 

The CraArrMaAN They will be made a part of the record. 

Tl S arti les referred fo are as follow oe 


I ] he Amé in Medical Asso on, Chi o, Ill, Saturday, Ay », 1958] 
| MOCREMI A Coswetic With A Menact 


| 1 nt periodicals, especially those directed to women, there have been 
appearing the advertisements for a product called Endocreme In some of the 

incidentally, bears the approval of the Good Housekeeping 
the ollowing statemeuts 


! 

, ' 
Endocreme contains a counterpart of the natural bodily element which helps 

t 4 


{ oul r that pink freshness of a vouthful skin This substance is known to 
the medic world as es-tra-diol, and Endocreme is the only cosmetic which con- 
tains ¢ ‘lio It helps replenish the supply of the very substance which your 
skin ma ick! 


Eendocreme, therefore, is more than ‘just a face cream.’ t's an active, vital 
cosmetic which begins its work with the substructure of the skin In later life, 
the skin tends to fall into lines and wrinkles because the tissues underneath the 
skin sag. When Endocreme firms and tones these underlying tissues, the skin 


is smoothed ou agail . peres decrease in size 


e. . and lines 
begin to disappe ar. 

Not only is the product widely advertised, it is also sold over the counter in 
many leading department stores, drug stores and beauty shops. For more than a 
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r this product, manufactured by the Hirestra Laboratories, Inc., of New York, 
is been offered to the public without a word of warning that it may be a 
entint menance to hea h and ife Now. on the basis of available evidence, 
eh the manutacture she d have had before the product was sold openly to 
public, The Journ: s rranted in warning users of tl product that its 
scriminace ise I 1\ en | dangerous Consequences that i nossesses the 
‘ inlitvy of bringing erious changes in the ger il and’ reprod ve 
s of women, tha t vy induce changes in the bre s nd that there n 
! oO poss ble dis I ! the nenstru u's ‘ the 1 ( of 
ren wtion « ecnnee 
ck erie S it ed f I iin O=<.025 1 grams OL ¢ radio! pel tite Lhe 
haser of this prepa n is told to apply one-half teaspoonfu » the face 
i s and hands « L dis cautioned agai ! ne tre ent 
e nig I results are to be iD ned In ¢ i e early 
é ! I stateme cl There is 1 lange f 
I rhe s l sorps ¢ V as much as it net r tl vil v 
ne contained ey ‘ n kndocreme, the o1 h ! f ~ pe wl 
bee . fh \ ‘ ‘ sorbed by th c Ont « ‘ } ‘ 
t ‘ et vens 1 vy be bsorbed ! ‘ 
vs eft N heless is ela 4 hat Knade ‘ ‘ 
me nd has no eff nternal organ 
! vs ree ! ‘ scientil ‘ lene l t 1 
ous ha ul f e persistent use ithe ] ‘ ed | ( 
e University of ©] Prof. Carl R. Moore* has beer iking le eXp 
hich are to be presented before a nationa eC! orga n witl 
\ eeks but which 1 ‘ é cle mediately ay ulle the J 
this warning might be ied. Samples were purchased f ding 
tmnent store in the ( iZo rhe produ iva ble in ‘ ‘ 
d drug stores here at the pr £3.50 for ?_ounes 
) ‘ SThM? #1 ‘ Pic ] 1s 
. f the claimed f estradi: quantity of presel 
ely OO n ‘ | At one-fil | ~ eu 
hey re e (O.0082 £ estrnc liad } 
eck (pre OUSLY SI I ived Tel s 0 4 I . nd 
ile riuinen pir il i I é 1 = ry} ( c ‘ 
re f d , hic end 1 dues eat) , 
hy (35 naluce i l glands in me ‘ rhe 
{ ; ' ; . , = a hotel ‘ 
‘ ve th | noof ba ne oe 
nel ! qjue nh pos d he 
Vc 
dl ng han p Ln je ed, M l 
tes ha f er to be the re effective 
drogens (1 i cher he estroge 
wer absorptior ! he ette! ZAondek nad tl! el 
P ao en it . the kit s off tive } (] , 
' y wth a e al I njected subeutar HH 
ean esti eff: esas! necessary 
it rhus, it y be seen that daily inmw n of Endocrem { \ 
1 to as great a s eile at least with respec oO ! gal 
enteral injection of a1 il amount of estrog 
While the dosage of « ( used in the expe nts cited rey eC] } 
ge ount px f lv weight than t mended for the humat 
I © must ¢ S ‘ it the enor OUSI\ ger surtace ren hich the 
el s applied wol we is the much longer pe lof adi t 
ther, the known pre I e effects of estrogens ! “ \ \ eh tl \ 
e into direct cont t gh concentration leads to apprehe nas t t] 
bable result should Endocreme lb applied reguiariy to a pote tl \ eonlasti« 
rmented mole such as ov rs frequently in the hun n sk 
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Lesions of various types and in various organs have been produced in animals 
through the use of large doses of estrogen over long periods.’ Among thes« 
carcinoma of the breast appears to be the most common, but other tissues may 
also be affected. Two years ago, Gardner and his co-workers * reported the pro 
duction of sarcoma at the site of injection of an estrogenic preparation and 
recently these investigators ° have produced carcinoma of the cervix in mice. In 
an article in this issue of THe JourRNAL, Drs. Gardner, Allen, Smith, and Strong 
in the department of anatomy of Yale University, at New Haven, found that a 
tumor or the cervix of the uterus of large size developed in a mouse receiving 
estradiol and was successfully transplanted into male and female mice of th 
same inbred strain. They believe also that smaller growths observed in eightee: 
other mice which had received this substance are probably precancerous growths 
or early cancers. Incidentally, the injection of the oil used as a solvent for the 
estradiol benzoate did not produce any such changes. 

Shortly after Endocreme was first launched, a periodical called Drug and 
Cosmetic Industry °® itself issued the following warning: 

“We have published little or nothingon * * * hormones in cosmetics 
since we are, at least for the present, opposed to the use of these materials in 
cosmetics . - Until knowledge is fuller these products should not be 
administered indiscriminately and without supervision.” 

Apparently, even experts in the cosmetic industry had misgivings 

Estrogen, as has already been well established, has definite uses in medicin« 
when properly employed under controlled conditions. Now evidence becomes 
available that this endocrine principle, like all other potent endocrine substances 
is a two-edged sword capable of remarkable achievements when properly used 
and dangerous when carelessly employed. The continued reckless and indiscrim 
inate use of this substance in a cosmetic cream is certainly unwarranted until it 
has been proved beyond the shadow of a doubt that the menace clearly established 
in animals does not likewise prevail in human beings. 


* * 


JAMA 128:515 June 16, 1945] 
STATUS OF COSMETICS CONTAINING HorRMONES 


Today cosmetic preparations are advertised to the general public with the 
claim that they produce favorable changes in the human skin rather than merely 
alter its appearance. The advertising claims that the use of such cosmetics will 
remove wrinkles, make the skin more soft and pleasant to observe and change 
older looking persons to younger appearing, attractive and even glamorous 
people 

Some promoters incorporate hormones, such as estrogenic hormones. Others 
use impressive statements about lanolin, carbamide or some so-called specia 


stimulating factor. The end result, regardless of the product and the sales ap 
proach, is the same—a useless outlay of considerable sums of money by pur 
chasers who still believe in the development of “miracle” compounds that can 


be used safely ith the assurance that their hopes for beauty and health will 
be fulfilled 

The public is now offered preparations containing ingredients as potent as 
hormones, without evaluation by any unbiased body. If the cosmetic prepara- 
tions containing hormones will do all that is claimed for them, they must con 
tain potent agents Why then, do none stand accepted by the Council o1 
Pharmacy and Chemistry for inclusion in New and Nonofficial Remedies? Any 
compound promoted to affect the structure or function of a part of the body 
such as the skin should be carefully evaluated before it is released for general 
sale, 

Much experimental work has been done on the cancer-producing properties 
of estrogenic substances. In susceptible animals the administration of estrogens 
has apparently produced carcinoma, but further observations are necessary 
to determine all possible effects of long continued use of such substances in the 


rhe Role of Estrogenic Substance in Tumor Formation, editorial, J. A. M. A. 106: 1093 
(March 28) 1136 


‘Gardner, W. W.: Smith, G. M.: Strong, L. C., and Allen, Edgar: Development of 
Sarcoma in Male Mice Receiving Estrogenic Hormones, Arch. Path. 21: 504 (April) 19236 

‘Gardner, W. W Allen, Edgar; Smith, G. M., and Strong, L. C.: Carcinoma of the 
Cervix of Mice Receiving Estrongens, this issue, p. 1182 


* Hormone Creams, reader's question, Drug & Cosmetic Industry 41 TO06 (Nov.) 1927 
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verage human being Some authorities believe that the injudicious use of es 
ogen-containing cosmetic preparations may permit sufficient absorption from 
he skin to upset normal body activities. For example, it has been argued that 
hanges in menstrual rhythm may occur because of the absorbed estrogen affect 
ng the activity of the pituitary gland. 
Mnormous sums of money are being spent to purchase hormone-containing 
eparations and yet many authorities in the field of endocrinology have 
ted time after time that there is no satisfactory evidence which would justify 
e use of hormone-containing cosmetics for their local effects on the skin 
More than one authority has questioned the honesty of manufacturers whe 
ms have been made that the promoted preparations would counteract age 
nges, wrinkles, and skin blemishes 


\uthorities in the field of endo rinology have stated that there is no p iblishe 


iwcceptable evidence that age changes and wrinkling are consequences of 
gen deficiency or that estrogen therapy in women who are known to be 
ficient in ovarian secretion produces changes in the skin: nor is the deficiency 
trian activity to be compared in importance with skin changes due to 
iL re lack of car malnutrition, and many systemic diseases 
e physician who is asked to give advice to his patients concerning the 
cosmetic preparations containing hormones will ask: What are the loca 
the general effects ind what may follow long continued use? Satis 
y data to suppor the answers offered by the promoters have not been 
ded 
Frequently there has been suggested the need for carefully controlled studies 
en potentially active preparations are placed in commerce. Those who have 


pt in mind the importance of such studies have developed criteria for their 
lance However, when the scientific literature is searched for e\ dence co! 
¢ the studies made prior to the commercial distribution of cosmetics co 
ng hormones and other substances, for that matter, the lack of convincing 
s significant. 





he prevention and t itment of disease and allied subjects e fields in 
h conjectural reasoning must give wav to demonstrable facts All new 
igs should be studied in the laboratory and the clini The Council on 
Pharmacy and Chemistry in its consideration of new drugs asks for evidence 
fety and for evidence to support the claims Such evidence should be ava 
for all who are urged to use a drug or other special preparatior 
ent on its efficacy Similarly, scientific facts concerning hormone-containing 


" ‘ 


ics snould be generally available. Certainly the Council has not received 
sfactory evidence on absorption, sensitivity, systemic effects, local beneficial 


toxicity, relation of ae physical factors such = illness, and othe 

s. Until these and other studies have been completed, made public and 

1 reproducible by unbiased investigators, there can be little honest reason 
ndulge in the promiscuous sale of hormone-containing cosmetics. Perhaps 


i 


such evidence is one of the reasons why promoters have not presented 
parations for Council consideratior Can financial cain be dominati 
tarian interests If this is true, then there is no excuse for the de 


ise of hormone-containing osTnert ices 


TAMA 114: 1561 Apr “0, 1940] 


HIiRESTRA TLARBORATORIES VS AMERICA MEDICA ASSOCTATION 


The Journal published a critical editorial in the issue of April 9, 1938, on 
docreme,” a cosmetic containing the female sex hormone estradiol (on 
\ug. 18, 1988, the Hirestra Laboratories, Ine., the company which distributed 
sold this face cream, filed two suits in the Federal Court at Chicago against 
American Medical Association, the editor of THe JouRNAL, and others, One 

the suits was in equity and asked for an injunction and damages on the theory 
the defendants had conspired to injure the business of the pla ntiff The 
suit was in law and asked damages of three million dollars on the theory 
the defendants had libeled the plaintiff and had conspired to injure and 
troy the business of the plaintiff (the Hirestra Laboratories). The suit in 
lity was referred to a federal Master in Chancery to hear evidence and report 
gether with his findings of fact, propositions of law and recommendations in the 
emises In the proceedings } 


vefore the Master in Chancery the plaintiff took 
lepositions of various witnesses throughout the United States and many 
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witnesses appeared in person. Before the evidence of the plaintiff was con 
cluded before the Master and about the time the lawsuit was to come on for 
trial before the Federal Court and a jury, the plaintiff decided to dismiss volun 
tarily both of the suits. Accordingly, an order was entered on April 5, 1940, in 
both the suits dismissing them without costs to either party. There was no con 
sideration paid and no promise given by the American Medical Association o1 
the other defendants to induce the dismissal of these suits. 

Mr. Kieinrevp. Was this suit which you filed against the America 
Medical Association ever concluded by any judgment of any court : 

Mr. Rueinsrrom. It was not concluded by any judgment by any 
court. 

Mr. Kuieinrecp. So it could not be said that either you won or the 
American Medical Association won; is that correct ? 

Mr. Rueinsrrom. Well, I want you to have the facts, so if you care 
to find out how that came to a conclusion. I mean you may not want 
to take the time to talk about that. 

Mr. Kieirevp. I think perhaps we are short of time, but it is a fact 
that no judgment was entered. 

Mr. Ruernsrrom. There was a reason for that conclusion. 

The CuatrMan. If you will state it briefly, we will take your reason 
But briefly. 

Mr. Rueimsrrom. The suit went on, as you saw, for a long period of 
time, and it was costing me a lot of money. We had definite evidence 
all through that, through the many months that this thing continued, 
that those tests were unfair tests, and that the conclusion was un- 
warranted. 

Well. the thing Was, How are you gvoing to bring that toa conclusion / 
Well, fortunately, a question was asked of Dr. Fishbein. The question 
was, as | recall it: “Why was it that Schering, having been the origi 
nator of the first actual hormone cream, was never given the seal of 
approval of the American Medical Association ¢” 

The answer was that as long as—and it also referred to the fact that 
the seal of approval had been given to hi Lilly ana Parke Davis. 
Whi wasn't it oiven to Schering / 

Fishbein’s answer was, according to my re ollection, that as long as 
this suit is in effect the seal of approval will not be given to Schering. 

Well, that was the end of that day’s hearing, and the next morning I 
was contacted by Sehering and money was offered me, which was 
very liiport int to me at that time. 

Crentlemen, excuse the condition of mv voice, please. 

Anda settlement was made. An offer was mace to me by Sche ny, 
which led to this conclusion of the suit: That all matters in contro- 
vers) hay Ing been settled to the satisfaction of both sides, the suit Is 
discontinued. 

Directly after that I wrote a long paper describing everything that 
had occurred and showing all the tests made by Dr. Goldzieher and 
othe people and submitted that to Dr. Campbell. 

Phe Cuatmman. This case was settled then out of court ? 

Mr. Riteinsrrom. Yes. 

The Cuamman. All right. The next question 

Mr. Ki LINIFERLD The A mercan Medical Association did hot take 
any payment to you: did it ¢ 

Mr. Rut INSTROM, No: but that was offered by Schering. 

Mr. Kirinretp. Nobody on behalf of the American Medical Asso 


ciation ¢ 
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Mr. Ruerstrrom. | can’t say anything about that. I don’t know. 

The Cuairman. You know very well whether you received a settle- 
ment from the American Medical Association or not. 

Mr. Ruernsrrom. | do not. 

The CuatrmMan. You don’t know? 

Mr. Riernstrom. No. It is none of my business. 

The CHAIRMAN. Wait until we get this straight. You instituted an 
action against Fishbein and the AMA and others? 

Mr. Rueinsrrom. Yes 

The Ciamman. And that case was settled. Did you receive any 
thing in settlement of that case from either one of the litigants ¢ 

Mr. Ruernsrrom. | received that from Schering. 

The CuaAiRMAN. From either one of the litigants / 

Mr. Rueinsrrom. No 

The CuarrkMan, All right 

Mr. Rueimnsrrom. But from an institution very much interested. 

The CHarkMAN. Go ahead, Mr. Kleinfeld. 

Vii RitkINSTROM. What went on between them and the A MLA | 
don’t know. It is none of my business as long as | got the money and 
we were able to survive and satisfy the Food and Drug later. We 
are happs and the ndustry CXISTS., 

The CHarRMAN. Go ahead. 

Mr. Kurinrecp. You said you had discussed the situation in 1940 
with Dr. Campbell, then chief of the Food and Drug Administration / 

Mr. Rueinsrrom. Yes 

Mr. Kueinretp. Who said to you, “There is no interference.” What 
act ally did he tell vou be cies just those four words ¢ 

Mr. Ruernsrrom. Do you know Dr. Campbell 

Mr. Kieinre tp. I met him once a long time ago. 

Mr. Rue insrrom. Well, he man that could say that. 

Mr. Kieinre.p. What else did he say? Did he just say, “There is 


/ 


/ 


no nterference™” 

Mr. RueinsrromM. Maybe it will help vou if I tell 

Che CnamrMan. Please answer the question now. 

Mir. Rueinsrrom. That is what I am getting toward. 

| \ ilkecl 1h) there. He isked lie, “How lo hy do you think | should 
have to investigate” ¢ 

I said. “As lor gas you want to satisfy yourself.” 

Now | went there, he sent for me about 2 months later, and his an 
swel was. “We have ! vestigated. There is no interference.” 

Mr. Kueinrecp. Didn't he also say to you, as a matter of fact, that 
there Was no actual affirmat ve proof 
Mr. Rueinsrrom. No, sir. 
Mr. Kuemvrecp. | didn't finish my statement. 
Mr. Riuveinsrrom, Excuse me. 
Mr. Kieinrevp. Didn't he say to vou there was no actual aflirmative 
proof which would d close that your product was In fact dangerous, 
but that there was no afhirmative proof that it was not dangerous, and 


it because of the limitations of the law he couldn't very well pro 


/ 


Mi Rai INSTROM, My Ix ell felad, he said noth ng more to me than 
VW il l have said to vou. 

The Ciamman. The answer is, “No, he didn’t” ? 

Mr. Rueinsrrom. That is correct 


ceed against Vou! product 
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Mr. Kieinrevp. Mr. Rheinstrom, I want to find out how many prod 
ucts containing hormones you put out, because from the viewpoint of 
some that may raise a different problem. You put out Endocreme, 
which is a face cream: is that right / 

Mr. Ruetnsrrom. Yes. 

Mr. Kueirnrecp. When is that used ? 

Mr. Rueinsrrom. That is used at night before they go to bed. 

Mr. Kiernretp. How much? 

Mr. Ruemsrrom. Some people will use it during the day. Gener 
ally it is nearly always at night. 

Mr. Kuernrecp. How much hormone does it contain / 

Mr. Riersrrom. The 30-day supply, which is two ounces, con 
tains 10,000 international units per ounce. That is a total of 20,00 
for a 30-day supply. 

Mr. Kurinrevp. And that ordinarily is put on before a woman goes 
Lo bed ? 

Mr. Rueinsrrom. Yes. 

Mr. Kurinreitp. You also put out an Endocreme hand beauty which 
isa hand lotion containing hormones / 

Mr. Rirernstrrom. Yes. 

Mr. Kuernrerp. What is that used for? 

Mr. Rivernstrrom. For the skin of the hands. 

Mr. Kueinreip. What is the strength of hormones contained in that 
preparation ¢ 

Mr. Ruersrrom. The same as the other. A 45-day supply, 30,000 

Mr. Kurinre.p. Twenty thousand international units? 

Mr. Ruernsrrom. Yes. 

Mr. Kiernrevp. For a 30-day supply ? 

Mr. Ruersrrom. Yes. 

Mr. Kueinreip. And that is applied where—the hands? 

Mr. Ruernsrrom. Yes. 

Mr. Kuersrecp. Where else ? 

Mr. Ruernsrrom. They may put it on the neck instead of putting 
cream there. 

Mr. Kiernrecp. That will be used only during the day? 

Mr. Ruernstrrom. Yes. 

Mr. Kieinrecp. Then you put out an Endocreme hormone oil; is 
that correct ? 

Mr. Riternsrrom. Yes. 

Mr. Kurinrevp. Is the strength similar to the other preparations 
which we have mentioned / 

Mr. Ruerstrom. Yes. 

Mr. Kuetyrecp. What is that used for / 

Mr. Rueinsrrom. A number of people prefer oi] to cream. 

Mr. Kueinrevp. That is used instead of cream ? 

Mr. Ruersrrom. Yes. 

Mr. Kurinrevp. Is it sometimes used during the day ? 

Mr. Riternsrrom. Yes. 

Mr. Kuieinreip. So that a woman might be using your hormone 
cream at night and your hormone oil during the day if she chose to? 

Mr. Ruernsrrom. Yes. 

Mr. Kiernreip. Some, you think, probably do? 

Mr. Ruernstrrom. Yes. 
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Mr. Kuxrnrevp. What is the Endocreme light cream / 

Mr. Rueinsrrom. It’s a more rapid absorbing cream. 

Mr. Kueinrevp. Does that contain hormones ? 

Mr. Rueimnsrrom. Yes. 

Mr. Kurinrevp. In the same strength ¢ 

Mr. Rugemnsrrom. Yes. Generally for the younger people. 

Mr. Kueinrevp. The younger women ¢ 

Mr. Ruetnsrrom. The younger women. 

Mr. Kiernrecp. How young / 

Mr. Ruemsrrom. We always recommend over 30—30 and over is 
the average when a women starts to use a cream. 

Mr. Kueinrevp. This light cream is meant for women over 30% 

Mr. Ruernsrrom. Yes. 

Mr. KLEINFELD. And that is the same strength as the other prod 
ucts ¢ 

Mr. Rueinsrrom. Yes. 

Mir. IKLEINFELD. Then you also put out a hormone hair beauty, Is 
that correct ¢ 

Mr. Ruernsrrom. Yes. 

Mr. Kuernrecp. What is that used for / 

Mr. Rueinsrrom. I will let Dr. Goldzieher answer that. 


The CuarrMan. The doctor has not been sworn. Neither has Mr. 
Hansen. 

Mr. KLeinretp. Suppose we swear them. 

Phe Charman. What is vour name and address? 


Dr. Gotpzrener. Dr. Max A. Goldzieher, office 104 East Fortieth 
Street, New York City. 
Phe Chamman. You may proceed. 
Phe oath was ad Ist red bv the chairman. 


TESTIMONY OF MAX A. GOLDZIEHER, M. D.. NEW YORK CITY 


Mr. Kurinrenp. What is the purpose of the Endocreme Hair 
Bea ty, Doctor ¢ 
Dr. GotpzienerR. The purpose of that preparation is to supply the 


it e hormone estrove to the > ilp. Supplied to the scalp it pre 


the formation of dandruff and retards loss of hair. 

Phe CuatrmmMan. Doctor, do you use any of that’ | Laughter. | 

ey CrOLDZLEHER. | mac the al SCOVE I\ of these effects of the f« male 
hormone about 10 years ago, and Il was bald tO) years ago, 

Mr. Kurinrecp. Do you recommend that the hair beauty prepara 
be rubbed into the sealp ¢ 

Dr. Gotpzipner. Yes, sir. 

\ir. Kiernrecp. How often? 

Dr. Goupzrener. Daily. 

Mr. Kuemnrecp. Why do you limit the amount of hormones in your 
preparations to ZO.000 units / That is for a oO lay supply, is that 
orrect / 

Dr. Gotpziener. Yes 

Mr. Kueinrecp. Why don't you put more in? 

Di CrOLDZIEHER. lor the simple reason that putting more 1n might 
bring the amount of hormone utilized by the body of the individual 

thih a range of where in ex¢ eptional cases it might do harm. And 

rder to be conservative I have always urged the manufacturers 
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of hormone creams not to supply more female hormones to any woman 
for cosmetic purposes than about sixty to eighty thousand units per 
month. 

Mr. Kueinrevp. To whom do you give that advice ¢ 

Dr. Gotpziener. To Mr. Rheinstrom and also to a group of manu- 
facturers of cosmetics who invited me to give them a lecture. 

Mr. Kuernrecp. But if a woman walks into a drug store she car 
buy as much as she wants, can she not ¢ 

Dr. Gotpzrenuer. Indeed. 

Mr. Kueinrevp. Then apparently there is some danger, in your mind 
at least, that there riety be an abuse. 

Dr. Gotpzrener. No more than buying aspirim over the counter. 

Mr. Kurrnretp. You still are careful enough to limit the amounts 
to 20.000 units for a 30 day period. 

Dr. GoLDZIEHER. Because that is all the manufacturer can do. He 
cannot prevent the customer to use any preparation, even bicarbonate, 
inany way harmful to the health. That is impossible. 

Mr. Kueinrevp. Can he give the consumer a caution or warning é 

Dr. Gotpziener. He can give him a direction—this is a 50-day 
supply. That is what you should use up in 30 days. ‘To say that it 
would be dangerous to use more would be leaning back too far and 
might prevent the customer from using something which might be 
beneficial for her, because she might vet leas it Is not safe to use. 

Now I made it specific, gentlemen, that in exceptional cases it might 
do harm. 

Mr. Kuernrevp. If there is even the slightest danger—and you 
indicate there may be should not there be some caution statement 
on youl label ? 

Dr (,OLDzZIt ITER. l believe it would defeat thre purpose, if you eall 
a cosmetic dangerous to the public. 

Mr. Kurimnrevp. I didn’t say to call it dangerous. I asked whether 
you use any caution statement Do vou use the word “caution” on 
vour labels ? . 

Dr. GoLpzieueR. No: I don't know whether the word “caution” is 
used, 

Mr. Ruernsrrom. No. 

The CHAtRMAN. One at a time. 

Dr. Gotpztener. To my knowledge the word “caution” is not used. 
But I always advised the manufacturers to state that this is the 
amount to he used W ithin il month’s time and ho more. 

Mr. Kurinrenp. Have vou got the exact language of your directions 
with you ¢ 

Mr. Ruernsrrom. Thirty-day supply. 

Mr. Kurtnretp. Well, do you think, Doctor, saying “This is a 30- 
day supply” is any caution at all to the ordinary woman, or is it 
merely astatement of fact? “This isa 30 day supply.” 

Mr. Rnersrrom. May I say at this point that they are not going 
to pul more than that on. It doesn’t do them any good. 

Mr. Kieryrecp. May they not think it may do them good? 

Mr. Rirernsrrom. No; they are not thinking of putting more on 
because they are limited by the time it takes to absorb what they have 
put on at the rate of a 30-day supply. 

Mr. Kieryrecp. Knowing women as you do, don’t you think there 
are many women who might Say, “Tf half an ounce is good, I will use 


an ounce” ? 
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Mr. Ruernsrrom. No. It would be absolutely impractical. 

Mr. KLEINFELD. Then you don’t believe there should be any note of 
caution whatsoever on vour label ? 

Mir Riu INSTROM, | had hoped that Our evidence, never having had 
ny case of harm, shows that what we say on our label is sufficient. 

Mr. Kuemvrecp. Let me ask you this: Is it not a fairly recent inno- 
vation to put hormo) es ll as many products as now contain hormol es? 

Mr. Ruemsrrom. That doesn’t concern me at all 

Mr. Kueinrecp. Don't you wish to answer the question ¢ 

Mr. RUEINSTROM. We are o1 ly interested in what we make, 

The Cuarrman. Answer the question if vou can. Just answer 
“Yes” or “No”, “I don’t know.” 

Mr. Ruemsrrom. Will you repeat it, please / 

Mr. Kiernrevp. Is it not a fairly recent innovation to place hor- 
ones Ih as many produc ts as now contain them ¢ 

Mr. Riterxsrrom. Well, they wouldn't be hormone products if they 
(| ai t have hormones 1! them. 

Mr. Kuemvrecp. Let me put it another way. 

Mr. Ruernsrrom. Please. 

Mr. Kueimnreitp. Originally you put out a hormone cream called 
OF docreme: is that correct ¢ 

Mr. Rirernsrrom. Yes, sir. 

Mr. Kiueinrecp. What year was that / 

Mr. Rivernsrrom. We introduced that in 1937. 

Mr. Kivinrecp. When did you next put out any preparation con- 
Talning hormones ? 
Mr. Riueresrrom. I would say that that was about 1942 or 1943. 
Mr. Kurinreirp. Which product was that ? 
Mr. Riteinsrrom. That was the lotion. 
Mr. Kurmnrecp. When did you next put out a product containing 


, 


Ormones 
Mr. Rurinsrrom. Well, during my administration we worked with 


l se three products face cream ana the clear sing cream and the 


] 


Mr. Kurixrecp. And when did your organization put out the Hair 
PAUL mtaining hormones ? 

Mr. Riuernsrrom. Since 1946. 

Mr. KLeINFELD. So that as the situation stands now. a woman may 


| 


sea hormone cream at} oht. perhaps for 6, 8. or 10 } ours, and have 

her face, throat, neck for considerable periods of time. Then 
may, before rong to bed and/or during the daytime, place it on 
hands and arms. Is that correct ? 

Mr. Riernsrrom. Yes; she may. 

Mr. Ky EINFELD. She hay use a lotion, and she hay also use a hair 
eUULY preparation, In other words, she may have it on her body 
pract cally 24 hours a day on her face, her neck, her throat. her 
rms, her shoulders. Is that correct ? 

Mr. Ruemstrrom. I am going to ask Dr. Goldzieher to answer that. 

Mr. Kurinrenip. Isn't that correct. Doctor ? 

Dr. Gotpzrener. Yes; it is conceivable, 

Mr. Kieinretp. Why use the word “conceivable”? Isn't it quite 


possible ? 


Dr, (FOLDZIEHER. It is just as conceivable, and not only conceivable 
hot | ? ry . 
vut Known to me as a fact, that some women take a handful of aspirin 
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tablets and swallow them down like that [indicating], and saying 
“If one aspirin tablet helps, a handful ought to be much better. 


Against such foolishness there is no protection. No aspirin manu 
facturer or other drugs which are sold over the counter puts the war ’ 
ing, “Should not be taken by the handful.” . 

Mr. Kieinreip. In your opinion, then, the possibility of a woma ) 
taking large quantities of aspirin tablets sufficient to hurt her is jus : 
the same as the woman taking a little extra hormone preparation; is : 


that right ? 

Dr. Gotpziener. I think it is greater. 

Mr. Kueinrecp. Why would she take a lot of aspirin ? 

Dr. Goupziener. Usual foolishness. 

Mr. Kurinrevp. And she would not take too much hormones because 
she is not foolish: is that right f 

Dr. Go.pzirHer. No, because it is more expensive. 

Mr. Kurinrevp. But you did say, Doctor, did you not, that you pu 
posely limit the international units of hormones in your preparation 

Dr. GoLozinner. By extreme cautiousness, admitting that only i 
exceptional cases, not in the normal woman, but in exceptional wome: 
who are hot normal, could by any chance enough hormone be intro 
duced in the body through the skin to cause some sort of an upset Like 
tenderness of the breasts or disturbance of the menstrual periods 
That is as far as it goes, and only in women who are not normal. 

Mr. Kueinretp. You think it would drive away customers to say 
on the label of youi products, “Caution don’t use more than a half 
ounce at any one time.” 

Dr. Gotpzieurr. I am afraid I don’t qualify as an expert in busi- 
ness matters. Iam merely an endocrinologist. 

Mr. IK LEINFELD. Refer it to somebody else there Who could al 
=Wel that question ¢ 

Mr. Ruernsrrom. Mr. Hansen. 

The CuHatrnman. He has not been sworn. 

What is your name and address ¢ 

Mr. Hansen. Fred Hansen, 25 Oak Avenue, Lindhurst, N. J. 

{ The oath Wis administered by the « | airhiah,.) 

The Cuarmman. Proceed. 


TESTIMONY OF FRED H. HANSEN, PLANT MANAGER, HIRESTRA 
LABORATORIES 


Mr. Hansen. On our direction we specify on our cream jar to use 
a half a teaspoonful a day, which is the equivalent of a 2-ounce j ul 
would last 50 days, and we also specify normal 30-day supply. 

Mr. Kurinreip. That is all you say? 

Mr. Hansen. Yes. 

Mr. KK EINFELD. So in connection with eu h product which you pul 
out that is the only direction ? 

Mr. Hansen. Yes. It varies on the various preparations, but that 
is on the creams. 

Mr. Kureinrecp. Dr. Goldzieher, I know that apparently there is 
nothing in the medical literature which indicates there have bee: 
actual cases of harm done by hormones in cosmetics. At least I am not 
familiar with any. But are you in a position to say that if a woman 
uses a hormone preparation on large areas of her body for 24 hours 
il day — 


CHEMICALS IN FOODS AND COSMETICS 1145 


Mr. McDonoven. Day after day. 

Mr. Kuernrevp. Day after day, week after week, are you in a posi- 
tion to say, if you had the burden of proof, that that might not cause 
some damage to some women ? 

Dr. Gopzir HER. I would say that it is possible that if a woman uses 
hormone cosmetics over a very large surface of her body all the time, 
and if that woman is not a normal woman but one affected with certain 
kinds of illnesses, that she may have some untoward reaction, but no 
permanent harm would ever ensue 

Mr. Kuernrecp. What kind of illnesses might she have that would 

e affected adversely 

Dr. GotpzreneR. Well, a woman whose menstrual performance is 

ther abnormal! or shows a variability, or women who have a tenden y 
to react with swelling and tenderness of their breasts at certain times 
of the month. Anyway, if they would take an excess of hormone 
creams they may have more pain or discomfort in the breasts and 

iore menstrual disorc than thev usually have. 

Mr. Kuernrecp. Would vou be at all concerned in such a situation 

f there was some family hi tory of cancer ? 

Dr. Gotpzrener. No, definitely not. 

Mr. Kueinrevp. What is the minimum therapeutic dose of estrogen, 
do vou know, Doctor / 

Dr. GotpzrenerR. That is, of course, very hard to say in general, 
because it depends upon the age and the type of woman and the pu 
pose for which it is given. But if you take the most common case, 
that of the woman who has gone through the chang » of ay and for 

s woman in order not to have anv of the svmptoms of change of 


fe. the ave ‘race close 1 s about 1 millier. im or LO.000 | edemathana! units 
of estrogen a day, which ts 500,000 units per month. 

Mr. K LEINFELD. Do tor, at our hearings there was a reference to 

e latest issue of New and N nh (ffi rr R ‘medies Are you familiar 


th that? 

Dr. Gotpzrener. T don't look much at it. 

Mr. Kueinrecp. In the Journal of the American Medical Associa 
on of June 20, 1942, the council on }) shharmacy hed ches stry of the 
American Medical Association officially admitted stilbestrol to New 
and Non-Official Remedies. In so doing this is what was stated, and 
I would like to get your opinion on it: 


r natural 
estrogelis, udliciy, Lumilial or personal history of maliznancy of the reproduc 
tive organs, 


The contraindications to this substance are similar to those ft 


Do you agree with that? 

Dr. Gotpzirner. Would I agree with that? 

Mr. Kuernrerp. Yes. 

Dr. Gotpzrener. It is something which is absolutely unproven, 
but personally I would not prescribe estrogenic medication to a woman 
who had been operated on for cancer. Be ause if I would and she 
gets a recurrence, I would be ‘cue | But nobody could prove she 
got the recurrence because she got stilbestrol and she didn’t get it 
anyway. Therefore, I would abstain. I am not willing to take 
the risk. But I do not think it has anything to do with it. There is 
no theoretical basis on which that can be claimed. 

96568—52—pt. 37 
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I can tell you why. Because all the evidence we have that estrogen 
hormones have something to do with cancer is that if there is a cancer 
of certain tissues, like breast or uterus, and then you give estrogen, 
that may stimulate those tissues and increase the rate of growth. But 
if the surgeon has removed that tissue, and supposedly he has to 
remove all of it and kill the rest with X-ray or some other radioactive 
material, there is nothing there to stimulate, and if the patient gets 
cancer it is proof the surgeon did not remove everything. 

Mr. KieinreLp. Suppose, before the surgeon enters the picture, 
the woman has cancer which has not vet been discovered. Would the 
use of hormones be contraindicated there ¢ 

Dr. Goipzirner. The use of hormones in therapeutic doses would 
be contraindicated, and I am sure such mistakes have happened 
that the doctor did not recognize the woman had cancer of the uterus 
and preseribed estrogen hormones. That would be malpractice, and 
it happens. 

If estrogenic hormone is given in cream form as a cosmetic, the 
amounts are so small that they could not influence the growth or the 
rate of speed of cancer development. The amount of estrogen which 
enters the circulation from cosmetic administration remains within the 
daily physiological production fluctuations of hormones from the 
woman Ss own ovaries. 

Mr. Kuetnrietp. Have you conducted any actual clinical tests on 
animals, using the quantities of estrogen which are contained in these 
products ¢ 

Dr. Gotpzrener. Oh, sure. 

Mr. Kurinrecp. On large areas of the body for long sustained pe- 
riods of time ¢ 

Dr. Goupzteuer. Animal experiments for a long period of time by 
skin application we have not made. 

Mr. Kiervrecp. Have you ever seen warnings on labels of laxatives 
to the effect “Warning—Do not use laxative if you are suffering from 
abdominal pains which may be caused by appendicitis ?” 

Dr. Gotpzrener. I suppose there are such ones. 

Mr. Kuetnrevp. That is all. 

The Cuatrman. Any questions, Dr. Hedrick? 

Dr. Heprick. This cream you spoke of being put up in 2-ounce con 
tainers, that contains 20,000 international units! 

Dr. Gotpzteuer. That is right. 

Dr. Heprick. If that is used over a period of a month, so much every 
day for 30 days, how many international units would that woman get 
a day in your opinion ¢ 

Dr. Gotpzrener. According to animal experiments which I have 
made myself, and there is several confirmatory data in medical litera- 
ture, the absorption from the skin depends on the kind of material it is 
incorporated with. It will be at a different rate from lanolin, from 
other fatty base, from emulsion or from alcoholic solution. But if you 
take a fatty base like Endocreme, we can see that more than one- 
seventh of the material applied to the skin is absorbed. So that if you 
apply 20,000 units over the course of a month you cannot have more 
than 3,000 units absorbed over the month’s time. Moreover that is so 
if you distribute it very evenly so you don’t rub off anything. The fact 
is that most women don’t rub it in carefully and quite a bit of material 
is rubbed off on the pillow or otherwise. So in actual tests the amount 
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»bsorbed per month is probably not higher than 2000 units per month, 
vhich gives you a daily rate of about 60 to 70 units, 60 to 70 interna- 
tional units, which is well within the fluctuations of the woman’s daily 
urine assay of estrogen. If you assay the output in 24-hour lots, you 
vet the fluctuation of that order and greater in normal women. 


Asa matter of fact, the man has in his urine a little bit more than 
if. 

Mr. Kuervrevp. May I ask one more question based upon what vou 
ist asked ¢ 

Dr. Heprick. Yes, sil 

Mr. Kuervrevp. I have an article entitled “Estrogenic Hormones 
Cosmetics” by Dr. E. G. Klarmann. Are you familiar with that ¢ 
Dr. GotpzrenErR. I know him. 

Mr. Kiervrevp. In part this is what he says: 


When applied in a cosmetic cream, this hormone potency may be safely re 
guarded as being below the threshold value for any systemic action (ssurmming 
a 2-ounce jar of hormone cream with a total potency of 20,000 internationa 
s used up over a period of 1 month, the individual daily application would 

in 666 international units. It is known, however, that absorption from an 


externally applied ointment does not take place to the extent of 100 percent; at 
best, it is not greater than 40 percent, and usually considerably less 

Do you agree or not tl at there can be an absorption to the extent of 
1) percent ¢ 

Dr. Gotpzrener. Not from a fatty base, only from alcoholic lotion. 

Mr. Kuernrevp. To that extent you are disagreeing with Dr. Klar- 
mann ¢ 

Dr. Gotpzrener. Entirely on the basis of my own studies. 

The CHarrman. The committee will stand adjourned until 10 o’clock 
tomorrow morning. 

(Whereupon, at 4:50 p. m. the committee recessed to reconvene Fri 


lay, January 11, 1952, at 10 a. m.) 
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FRIDAY, JANUARY 11, 1952 


House or REPRESENTATIVES, 
SeLtecr ComMitrree To INVESTIGATE THE 
Use or CHEMICALS OF Foops AND COSMETICS, 
Nz wn York. ar 
The se lect committee met (pursuant to H. Res. 74 and H. .. . 447, 
| Cong., Ist sess., continuing the investigation and study begun un- 
i eanike of H. Res. 323. Sist Cong... 2d sess.), at 10 a. m.. in room 
United States Court House Building, New York City, N. Y., 
Hon. James J. Delaney (chairman) presiding. 
Present: Representatives Delaney of New York, Abernethy of 
Mississippi, Jones of Missouri, McDonough of California, and Horan 


f Washington. 
Also present: Vineent A. Kleinfeld, thief counsel, and Alvin L 


Gottlieb, associate counsel. 
The Cuamman. Let the committee come to order. 

il] your first witness, Mr. Kleinfeld. 

Mr. Kuervrevp. Dr. Behrman. 

e CHAIRMAN. Your name and address, Dox ‘tor. 
Dr. BenrmMan. Howard T. ecg Z »’ East ixty ninth Street. 
New York City. 

Che oath was admini tered by the ch uirman.) 

The CHarrMan. Proceed. 


TESTIMONY OF HOWARD T. BEHRMAN, M. D., NEW YORK CITY 


\I Kirinretp. Where did you obtain your medica 
) 

Dr. Benruwan. New York University College of Medicine 

\ir. Kuermvrerp. What vear? 

Dr. BeuraMan. 1938. 

Mr. Kieryreitp. Have you practiced medicine since then? 

Dr. Benruan. I have. 

Mr. Kiemnreirp. And have you been specializing in the 
itology ¢ 

Dr. BeunrmMan,. I have. 

Nf KLEINF! LD. Since when ? 

Dr. BenrRMan. Since 1939. 

Mr. Kuetnreip. And you are certified in that field by the American 
d of Dermatology and Syphilology ? 

Dr. BeurmMan. I am. 

Mr. Kuermrevcp. And are you a member of the American Academy 

Dermatology and Syphilology ¢ 7 

Dr. BenrMan. I am. 


field of 
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Mr. Kuernrevp. And are you assistant clinical professor of derma- 
tology and syphilology at New York University College of Medicine? 

Dr. BenrMan. Yes. 

Mr. Kuernretp. You are a fellow of the American Medical Asso 
ciation ? 

Dr. Beurman. Right. 

Mr. Kurernreitp. Have you published any papers in the field of 
dermatology in the professional publications ¢ 

Dr. BeurMan. Approximately 60 to 75. 

Mr. Kvrernrecp. How many? 

Dr. BeurmMan. Approximately 60 to 75. I am not sure of the 
exact number. 

Mr. Kiernrevp. On subjects related to dermatology ? 

Dr. Beurman. Related to dermatology as well as several books, 

Mr. Kiervrevp. Several books? 

Dr. BeurMan. Yes. 

Mr. Kueinrecp. Will you please read your statement, Doctor? 

Dr. BeunrmMan. In accordance with your request, | am submitting a 
statement concerning cosmetics and the necessity for amending pert 
nent legislation. As a dermatologist, my interest is primarily in the 
health and care of the skin. Any consideration of the skin should not 
be merely skin deep but must take into account many systemic and 
physiologic processes. Actually, the skin is just as much an organ of 
the body as the heart, lungs, stomach, and liver and is affected by the 
improper functioning of other organs just as much as some of these 
organs may be affected by the improper functioning of the skin. Any 
drug or cosmetic applied to the skin should be given the same considera 
tion as to its effects on the skin and the rest of the body, as any drug 
that is taken internally or given by injection. Cosmetics applied to 
the skin may affect the skin and be effective systemically in a number 
of ways, such as (1) a primary irritant; (2) a sensitizing agent; an 
(3) a toxic material by absorption through the skin. 

With reference to the question of pretesting of cosmetics befor 
marketing, I believe that legitimate cosmetic manufacturers usually 
are extremely caretul in their formulation of cosmetics and in pel 
formil wr si h fests, As | member of the committee on cosmef#ies of t] ( 
American Medical Association, I believe that most reputable mane 
facturers are anxious to cooperate in minimizing the incidence of 
dermatitis and serious injuries to the public, and observe the precau 
tions necessary In this respect, This committee on cosmetics ha 
formulated various methods, procedures, and tests to be followed in 
order to minimize the incidence of untoward side effects and, if desired. 
I can review these before the committee. I should like to add that 
many small manufacturers are more interested in placing upon th« 
market a product for sale, than in the protection of the users. It is 
extremely important in my opinion that adequate laws be in effect 
to protect the public against such illegitimate manufacturers. 

From a standpoint of danger to the users, I would say that the fol 
lowing products are primarily responsible for the ereater number of 
instances of cosmetic dermatitis, namely, nail polish, lipstick, depila 
tories, antiperspirants, wave lotions, hair dyes, and soaps. As a few 
examples of some of the products which have come to my attention and 
which have caused cutaneous reactions, I may list the following: 
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(1) Some years ago, a manufacturer of nail polishes placed upon 
the market a product known asa base coat. This product was applied 
to the nails before the final polish was used. Its object was to vive 
ereater adherence and longer lasting qualities to the nail polish. In 
this base coat the manufacturer used a synthetic resin which caused 
fairly severe allergic manifestations in many women, W ith loss of the 
nails and other inconveniences. It is my understanding that the 
company, prior to plac lng this product upon the market, made tests 
which apparently satisfied them as to the innocuous character of the 
product. This occurrence brings out the fact that testing alone with- 
out adequate usage studies is not sufficiently effective in proving the 
safety ota product. 

(2) Cold-wave lotions containing ammonium thioglycolate as the 
active ingredient, have been in use for a number of years. The 
medical literature is replete with reports of toxic effects due to this 
hemical. My personal observations of many individuals in contact 
with these lotions, and additional studies of their effects on the skin 
and the systemic organs as well, fail to show any unusual incidence of 
reactions from these preparations. It is my belief that the careful 
application of such materials in accordance with advised directions 
is substantially innocuous 

3) Many of these preparations, as well as facial creams, powders, 
ind so forth, contain various perfumes. Whereas I would not con- 
> der arare allergic reaction as one which could be foreseen. yet it iS 
nportant to make sure that the index of reactivity is below a fair 
l cepted value before try product Is released fol general consumption. 

\lthough this question was not raised in your telegram to me, I 
hould also like to state that there are many cosmetics on the market 


ose intent is primarily to deceive the users by means of suggestive, 

bscure, and shrewdly worded advertising. I believe that this is 
ticularly true in the field of hormone creams, hair growers, and 
he like. : 


In conclusion, I may state that I know of many specific instances 
f harm resulting from cosmetics. Yet, with the widespread use of 
various types of cosmetics, | am of the opinion that in the main 
hey are more or less innocuous. An allergic reaction in a small 

ercentage of the total users ts not necessarily an indication that a 
product is harmful for general use by the masses. I do believe that 
the le Wing cosmetic mat ufacturers usu lly exercise eare al d onduct 
careful test procedures before putting a preparation on the market. 
I should like to emphasize that the supers ision of such studies by men 

th trammg and experience along these lines, namely dermatologists, 

ould certainly minim Ze the incide ce ot undesirable reactions and 
erious side effects. 

Mr. Kuersrecp. Dr. Behrman, will vou somewhat briefly describe 
he ki d of testing which you believe should be performed on a COs- 
metic before it is placed on the market e 

Dr. BenrmMan. If you would permit me, I would like to just quote 

little from—we have a booklet of the official rules which 1s put out 
by the American Medical Association Committee on Cosmetics when 

manufacturer wishes to obtain the seal of acceptance of this 


ommittee, 


; 


The Cuarrman. Have you extra copies of those ? 
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Dr. Benrman. Iamsorry. Ihave only this one copy. 

The Cuarrman. Can you leave it with us? 

Dr. Benraan. I will be happy to leave it with you. 

Incidentally, this rule book was formulated at the initial meeting 
of our committee in 1949. At our last meeting, which was on De- 
cember 7, 1951, there were a few minor changes in this which I will 
mention briefly in giving this to you. 

As I said, if a manufacturer wishes to win the acceptance of our 
committee in accordance with this pamphlet, he submits his prepara- 
tion tous. I will just go over the highlights of what the steps are. 

The first procedure is to send the qualitative, and wherever possible, 
the quantitative composition of the cosmetic. This information is 
held in confidence. 

Secondly, suitable procedures for the identification and control of 
the finished product are supplied to our committee. 

Third, therapeutic representations normally are not accepted by 
this committee, as such representations make the product a drug. It 
has more or less been the practice of our committee to feel that any 
cosmetic where therapeutic claims are made, which are usually in the 
field of hormone creams, or hair growth, or preparations of that type, 
aren’t cosmetics and actually are drugs and as such should come under 
the purview of the Food and Drug Administration. 

Fourth, the advertising of these preparations must conform to the 
claims or statements that can be proved by information submitted by 
the manufacturer. 

Now the outline of the presentation of the submitted product is as 
follows: A description of the control procedures that are used to 
assure a product of the claimed identity, quality, and purity. This 
includes a complete review of the system in adoption at the particular 
plant, whereby we have complete knowledge of how the product is 
formulated, made, who was in charge of checking this, what their 
background is, and other measures with reference to the type of manu- 
facturing organization. 

Secondly, we require a statement of any pharmacologic action that 
might be expected from any of the ingredients and from the final 
product. 

Third, a report from qualified experts on the value of the product 
for those uses for which it is recommended, provided it differs from 
those in common use. 

Fourth, a report of toxicologic studies sufficiently complete to estab- 
lish the safety of the product when put to its intended use. 

Now, incorporated in this group are what we would expect to find 
from a standpoint of pretesting the preparation with patch-testing and 
usage studies. 

Now for patch-test studies we require a figure of at least 200 to a 
thousand subjects to be regarded as an absolute minimum, depending 
upon the product. 

Secondly, we prefer not just a single patch test, which may be a 
difficult thing to check. We always feel that the method of paired 
comparison is preferable. In other words, instead of testing with one 
ingredient and one site, we prefer the same ingredient be tested in 
several sites to be sure the reactions will overlap one another and we 
ean see specifically whether or not it was just a local reaction. 
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Formerly we required a routine 48-hour patch-test procedure. Now, 
as you are probably aware by this time, the 48-hour patch test which 
was in usage and is still performed routinely is not an adequate meas- 
ure of the sensitizing properties of a preparation. Whereas the 48- 
hour test will bring to light any substance that possesses primary irri- 
tating properties, 1t will not bring to light many preparations that are 
of a sensitizing nature, 

The Food and Drug Administration has recently made a large 
series of studies along these lines, and they are in the process of formu- 
lating more specific advice and suggestions. But at the present stage 
it is felt that a repetition of these patch-test procedures, using the 
same site over a period of days and retesting within a week or several 
weeks, will be much more apt to bring to light substances with weak 
sensitizing potential. 

Now, there are other details about patch tests with which I won't 
burden you. But just a word or two on usage studies. 

It is our feeling that patch-test studies alone are not sufficient to 
give adequate information as to the safety of the product. We feel 
that usage studies, or in other words the use of a cosmetic to be tested 
on a large series of people, will give us far more information than 
just a simple application of a patch test. 

As far as the usage studies, we prefer that a control group of the 
same subjects used in routine patch-test studies be employed, and 
that the conditions of actual usage be duplicated on the expected sites 
of usage for a period of at least 2 to 12 weeks, and preferably for 
6 months. 

If possible, we prefer to have these experiments done with a con- 
trolled application of an old cosmetic which we know is within safe 
limits, particularly when claims of superiority are offered or when 
irritation is a possible factor. If possible, the cosmetic should be 
employed so that a new cosmetic is applied to one side of the body 
or one side of the face, and the old one to the other side of the face 
so we have this controlled usage experiment as well. 

Now, if no dermatitis occurs as the result of these studies in 200 
individuals or more, the product is probably safe. 

Following this we suggest that a trial sale be carried out where 
control or supervision can be maintained over a 6-month period. At 
least. 1,000 units should be sold and watched. There are a few more 
factors here, but I think in essence that is the procedure our commit- 
tee suggests when a preparation is submitted for acceptance by the 
American Medical Association Committee on Cosmetics. 

Mr. Kuiernretp. Then, Doctor, as I understand your statement, in 
your opinion and in the opinion of the Committee on Cosmetics of the 
American Medical Association, that is the kind of testing which should 
be done before a cosmetic is placed commercially on the market. Is 
that correct? 

Dr. Benrman. That is correct. 

Mr. Kiervrevp. And if that testing is not done, then there is a real 
possibility of injury to users ? 

Dr. Benrman. I would say yes, depending upon the type of cosmetic. 

Mr. Kiernretp. Do you know whether most cosmetic manufacturers 
have submitted their products to the Committee on Cosmetics of the 
American Medical Association for acceptance ? 
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Dr. Berman. I would say that we have had a fairly considerable 
number of concerns that have submitted their products. I can’t give 
you the exact figures, but it is my impression that many of the leaders 
in the field have. 

Mr. Kiervrevp. Would it be a very expensive proposition for a 
cosmetic manufacturer to perform the tests which the committee on 
cosmetics suggests ? 

Dr. Beurman. In general, no. I would have to qualify that by 
saying that according to our old regulations, if just a routine patch- 
test series of the standard type had been performed, the expense would 
have been comparatively minimal. If the new suggestions that the 
Food and Drug Administration have advanced, which include some- 
thing such as the repetitive testing of the same subject on at least 10 
separate occasions, to be followed within a few weeks by another repeat 
testing, were followed through and you would multiply the group 
of people who would have to be tested by the number of times they 
would have to be exposed to the test procedure, it might run into a 
fairly considerable amount as far as finances are concerned. 

I would say that in general the procedure is certainly not a par- 
ticularly expensive one and one that any reputable manufacturer 
should be willing to do for the safety of the users. 

Mr. Kiervrevp. In other words, if he doesn’t perform those tests he 
is taking a chance? 

Dr. Beurman. That is true. 

Mr. Kietnrecp. With respect to what may happen to the con- 
sumers. Is that correct ? 

Dr. Benrman. That is true. And I think to a certain extent I 
often wonder what happens where there is no actual control by a com- 
mittee such as ours, which is merely an educational rather than a leg- 
islative body. As I understand it, the most reputable manufacturers 
have something called product insurance by which each new product 
that they put out is insured by their particular insurance company, 
and they are not permitted in most instances to put out a product 
unless the insurance company feels that this is a safe preparation. 
Accordingly, they have to submit studies and procedures that they 
have done to comply. And I understand it is checked very care- 
fully in some instances. How many or how large a group I can’t say, 
but it certainly would be a disastrous thing for a concern to put out a 
cosmetic which might produce a great many reactions, and accordingly 
a great many lawsuits. I am sure their insurance companies, who are 
well aware of the dangers and issues in this field, check that phase of 
it particularly earefully. 

Of course, it would be much safer if the public were educated to the 
fact that the seal of acceptance of a body such as ours would insure 
the safety of the product, but that again is a question of education in 
the future. 

Mr. Kiernrevp. And yet, as you mentioned in your statement, 
there have been instances where there has been injury ? 

Dr. Beurman. Oh, yes; there certainly has. 

Mr. Kirernretp. You mentioned, as many witnesses have men- 
tioned to this committee, the performance of patch tests. They are 
essential, are they not? 

Dr. Benrman. Yes. 
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Mr. Kuerreirp. Who in your opinion is qualified to perform and 
read the results obtained from patch tests ¢ 

Dr. BenrMan. I would say the only people really qualified to read 
and interpret the results are men who have been trained in derma- 
tology: in other words, a dermatologist. 

Mr. Kieinrevp. So that if a product was put out, for example, one 
containing a coal-tar dye and the label contained the statement, “This 
may cause irritation to some people. Perform a patch test before using 
it,” would Mrs: Jones or Mrs. Smith be qualified to perform the pate h 
test and read the results? 

Dr. Benrman. I would say “No.” I know you are referring par- 
ticularly to the patch tests performed by beauticians and hairdressers 
before applying a dye or something of that sort. 

Mr. Kuerrevp. That is right. 

Dr. Benruan. And I would say that although it would be a 
rather simple thing to train a beautician to apply a test and to see 
whether or not a reaction occurred within a certain period of time, 
in the vast majority of instances I would say that they*could not 
have enough understanding , exper lence or tral ning, to re: ally inte rpre t 
and qualify the reactions that would occur from such an application. 
In other words, it would be the borderline cases which they might 
either disregard or not pay too much consideration to which might 
eventually lead to trouble. 

Mr. KLEINFELD. Dr. Behrman, I thi k you mentioned cold wave 
preparations in your statement. 

Dr. Benroan. I did. 

Mr. Kuerrenp. Cold-wave lotions. 

Dr. BeurmMan. Yes. 

Mr. Kuernrevp. And you said that it is your belief that the careful 
application of such materials in accordance with advised directions 
is substanti: ally innocuous. 

[ think there are references in the medical literature of instance 
Vi ere there has bee) anh almost complete or complete loss of hair in 
some women who have obtained a cold wave. It that true? 

Dr. BenrMan. Yes. 

Mr. Kiervrecp. How do you explain that, Doctor? 

Dr. Berruan. Well, it would be a very difficult thing to explain 
it specifically. If you are talking about cold-wave lotions which 
might contain the thioglycolates, if the application were left on for 
an excessively long period of time, it is conceivable that some local 
depilatory action may occur. But inasmuch as this has been reported 
in extremely few instances, I would say I am aware personally of 
just one report of hair loss following thioglycolate. 

Mr. Kieinreip. For example, I have here an article from Northwest 
Medicine, October, 1949, with the report by two doctors, John T. 
Robson and Walter Cameron, entitled “Optic Neuritis From Cold 
Permanent Wave.” 

Do you happen to be familiar with that ? 

Dr. Bruruan. I am not familiar with that report, although I am 
quite familiar with the whole field of cold wave literature. 

Mr. Kiernreip. These doctors concluded in this report: 

It has recently been our privilege to care for two patients suffering from 
optic neuritis in which no etiologic cause other than the cold process could be 
demonstrated. So far as we know these are the first to appear in the literature 
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Do you think it may be that these various injuries, this optic neuri- 
tis and complete or partial loss of hair, may be caused by not following 
the directions or overdoing the use of the preparation, keeping it on 
too long, or not performing it in the correct manner? What would 
be vour explanation ? 

Dr. Benrman. I would say as far as the optic neuritis was con- 
cerned, I would certainly want very definite and specific proof of 
something like that. This is the sort of reaction you would certainly 
want very well qualified men to check up on and report before accept- 
ing it. 

I would say the possibility of such an occurrence is extremely re- 
mote. And as far as the depilatory effect of cold-wave lotions, I have 
personally observed over 1,200 people in constant contact with the 
solutions day and night and saw nothing even approaching that type 
of thing. And certainly you would expect to find it in people in daily 
contact with these preparations in their manufacture and elsewhere. 

Mr. Kiernreip. Doctor, you say on page 1: 

It is extremely important that adequate laws be in effect to protect the public 
against illegitimate manufacturers. 

When you say “adequate laws,” do you mean a law which, generally 
speaking, would require that before a cosmetic manufacturer put his 
product on the atial he should submit, as the new drug manufac- 
turer is required by law to do now, to some impartial, perhaps a Gov- 
ernment agency, proof that he has tested his materials, perhaps per- 
formed the tests which you suggest in the booklet you read to the 
committee, and show that his product won't cause injury to the con- 
suming public? 

Dr. Beunrman. I would say that there should certainly be some type 
of procedure or law or possibly some committee or council or body 
which would take care of that type of thing. 

Now as far as the question of actual legislation and control, inas- 
much as we are dealing with a gosmetic rather than a drug—and to 
my mind the incidence of reactions from them is comparatively low 
as far as actual danger is concerned, and the question is really more 
of advertising that is misleading or false. I would say the question 
of controls is one where—is it going to put a very difficult position 
on the average manufacturer as far as adherence to a very strict rou- 
tine which might be extremely expensive? I honestly don’t know what 
the type of procedure would be. 

I would say that in view of the fact that my feeling is many of them 
attempt to follow a very honest and sincere approach as far as pro- 
tection of the public is concerned, the setting up of very strict controls 
for the occasional manufacturer who is dishonest or misleading or 
more concerned in making a sale than protecting the public, I don’t 
feel that the entire group should be penalized. I feel they should be 
controlled, there should be some sort of education from a public stand- 
point as to what makes a decent product, and so forth. But in set- 
ting up any sort of a control legislation or control body, it would de- 
pend entirely on what type of procedure was advocated. 

Mr. Kuetnrevp. Well, let’s discuss the procedure which has been 
recommended by the committee on cosmetics of the American Medi- 
cal Association. 

Dr. Beurman. Yes. 
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Mr. Kuernretp. Your committee believes that the type of testing 
you indicated should be performed ¢ 
" Dr. Beurman. Yes. 

Mr. Kuxryrevp. And that type of testing should be performed be- 
fore a product is put on the market commercially ¢ 

Dr. Benraan. Correct. 

Mr. Kuiemretp. And you also believe that if that type of testing as 
recommended by your committee is not performed before a product 
is put on the market commercially, there is a danger of injury; 1s 
that correct? 

Dr. Beurman. That is correct. 

Mr. Kuerrevp. So should not each manufacturer do what is 
specified by the committee on cosmetics before it puts its product on 
the market ? 

Dr. Beurman. Absolutely. 

Mr. Kuervrecp. You are not going to leave it to the judgment of 
each individual manufacturer, large or small, to determine whether 
he has, in fact, performed those tests satisfactorily ? 

Dr. Beurman. No; I don’t think that is a completely safe pro- 
cedure. 

Mr. Kuiernrevp. No further questions. 

Mr. Aserneruy. I would like to ask one question. 

Dr. Behrman, when the manufacturer of a cosmetic meets the 
standards of your committee of the American Medical Association, 
are they then privileged to denote that on the packaged product? 

Dr. Beurman. Yes, they are. They are permitted to use the seal 
of acceptance, which can be stamped on all their products; and they 
can use it both in their advertising and on their products. The seal 
says: 

Seal of aceceptauce granted by the Committee on Cosmetics of the Americai 
Medical Association. 

Mr. Anernetuy. Suppose the public was educated to that fact. 
Do you think that would be sufficient to control the processing of these 
materials ¢ 

Dr. Benrman. I certainly do. 

Mr. Anernetuy. Then you don’t think it would be necessary under 
those circumstances to have any Federal agency supervise it ? 

Dr. Benruan. I would say if the public could be educated to that 
fact, that the important thing to look for would be the name of the 
reputable firm and the seal of acceptance by an impartial body such 
_—_— 

Mr. Anernetuy. Is that a standard seal ? 

Dr. Benrman. Yes. It is same type of seal granted by our coun- 
cil on pharmacy and chemistry to foods and drugs which meet with 
their approval. 

Mr. Anerneruy. That is all. 

The CHarrman. Mr. Jones 

Mr. Jones. Does that seal of acceptance—of course it does not carry 
with it any obligation on the part of the AMA of making any war- 
ranty to cover any damage that might result from the use of that 
product, does it ? 

Dr. Benrman. No; but I would say it indicates a rather careful 
study of the product. 
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Mr. Jones. What I am getting at—in other words, then the Ameri- 
‘an Medical Association would not assume to be responsible if a person 
would take their product and use it and incur some harm to his body 
or person. ‘There would be no financial responsibility, would there / 

Dr. Beurman. No. 

Mr. Jones. What Lam getting at is this: Yesterday we had a witness 
here who talked about a certain product, and it was brought out that 
while the product if used according to directions might be harmless, 
if the product were used in excessive quantities, it might prove dam- 
aging. 

Now your committee of the American Medical Association does not 
pretend to say, or does it, that a product is harmless even if used not 
according to the directions ? 

Dr. Beurman. That is true. Our committee can't—you see, I think 
whatever controls you would set and whatever type of study or groups 
you might set up to check or control a product, you would still have 
an oecasional person who would be allergic to some preparation no 
matter what it were, and you could never guarantee that any product 
would be completely safe because there would always be a person who 
would react to something in it. 

Mr. Jones. What about this? Of course, we were talking yesterday 
about these hormone creams, and it was suggested that a person might 
use them in excess. In other words, instead of using about all that 
was supposed to be for a 30-day period, someone would use that bottle 
up in a week instead of a month. Would your association or com- 
inittee propose to put their seal of approval on a product that would 
be safe, in their opinion, if used according to directions and which 
might not be safe if it were used in excess and not according to direc- 
tions? Would you put a seal of approval on a product like that? 

Dr. Benrman. I would have to answer that with a little qualifica- 
tion in this respect: It is more or less our feeling that hormone 
creams are not actually cosmetics but are rather classified under the 
term of a drug, inasmuch as the claim of the hormone cream is to 
effect certain changes in the skin which would more aptly be classi- 
fied as therapeutic rather than cosmetic. The manufacturers claim 
that these preparations can produce a certain amount of fluid within 
the connective tissue under the skin as well as changes in the top layer 
of the skin resulting in proliferation of the surface lining of the epi- 
dermis, These changes are actually more therapeutic than they are 
cosmetic, and as far as hormone creams are concerned, we have never 
accepted products of that type. 

Now, of course, where you take cosmetics which might essentially 
be safe—and I am not saying that hormone creams are—which might 
be essentially safe, to get back to your question, when used for a certain 
period of time—as you say, the manufacturers advise a 30-day period 
for usage of a certain amount, and where that amount would be used 
much more quickly and over larger areas than recommended, there are 
other things which could happen. And—— 

Mr. Jones. Let’s get down to the case of something that you have 
put the stamp of approval on or permit to use your seal. Take a 
deodorant, antiperspirant, or something like that. Have you ever 
put your seal of approval on products of that nature? 

Dr. Beurman. Yes. 
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Mr. Jones. Well, would there be any harm done, in your opinion, 
if a person would, say, take an antiperspirant and saturate their whole 
body and do that over a long period ? 

Dr. Benrman. You would certainly expect any active antiper- 
spirant, such as aluminum salts, if used that frequently and that 
often you would certainly increase the incidence of reaction to it. 

Mr. Jones. And use it over the whole body rather than in certain 
localized areas, would harm come from that? 

Dr. BeurmMan. Very possible. 

Mr. Jones. You still would put a stamp of approval on some of 
those things if used according to directions ¢ 

Dr. BeurmMan. Yes. 

Mr. Jones. What I am trying to get is what precaution a law 
should take, or how far should we try to go in protecting the public, 
if we should take any precaution at all, and how closely should we 
expect the user to follow the directions. 

Do you feel there is an obligation upon the person who buys the 
product to follow the directions? 

Dr. Beurman. I would say so, just in the same way in prescribing 
a drug or even something that would be sold over the counter. If the 
average person would take a ill for relief of something, and at the 
same time another person might take 10 or 15 of them, you are bound 
to get into some type of trouble, and it depends really on the intel- 
ligence of the user. Of course, the average person should know in 

sing something of any type where there is a caution label they should 
read it. 

Mr. Jones. Would it be necessary, say, to put a caution label on an 
antiperspirant to keep a person from using it excessively, or should 
you just put on there the directions how it should be used and that 
would be sufficient / 

Dr. Beurman. I would say you would have to classify the type of 
preparation ; that there are many of them which could be used I am 
talking about things like ordinary face powder, cold creams, and so 
forth, w hich you could apply to the entire body as often as you w ished 
without harm. But with preparations where there is possibility of 


rritatiol or dang ror tarm Irom overusage, the quest on aoes arise 
whether a caution label or direction finder ot some type s] ould be put 
on there in fairly large letters, saving, “Use according to direction,” 
cit pel ding upon the type ol product. Cold wave lotions and dyeing 
preparations all have caution labels to keep people from getting it in 
their eyes o1 us] v fora longel period of time. ] think miost prepara 


ons with potential danger are so worded, 

| th nk in bordet line instances the question ol rdding a caution 
label is one that should be « onsidered. 

Mr. Hloran. I am interested in this American Medical Association 
ipproval label. Just how do you check all this¢ Do you maintain 
i laboratory some place ¢ 
Dr. BeurmMan. Yes: wedo. We havea large one. 

Mr. Hloran. Where is it located ? 

Dr. Denurman. The AMA Building in Chicago. 

Mr. Horan. How many employees do you have there? 
Dr. Benrm an. I honestly can’t answer that. 

Mr, Horan. You do maintain a laboratory to check ? 
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Dr. Benrman. A rather large laboratory. Not only do we have 
a laboratory from the standpoint of control of cosmetic, but every 
drug and chemical that is submitted for approval to the AMA. We 
have a very large laboratory to check all of those. 

Mr. Horan. What does Public Health Service and the Food and 
Drug Administration do? Do they check your laboratory or is any 
certification existing there? 

Dr. Benrnuan. I ‘frankly don’t know the answer to that. But, for 
example, on our committee on cosmetics one of our members is the 
Chief of Pharmacology of the Food and Drug Administration, and 
we usually have an interlapping association. I would say on most of 
our committees, such as the Council of Pharmacy and Chemistry, at 
least one or several members are from the : appropriate Government 
agencies interested in similar preparations. 

“Mr. Horan. The point I am getting at is, This is a fine thing in my 
opinion, but, of course like all fine things, I want to know whether it 
will stand up in court if something happens? And that is just what 
my colleague has been asking. 

‘Dr. Benruan. In many instances, in answer to that, where we found 
some preparation not only not acceptable but dangerous, there would 
be immediate publication, or if we thought the advertising was mis- 
leading or obseure there would be immediate publication or statement 
to that effect in the Journal of the American Medical Association and 
all its subsidiary publications such as Today’s Health, which is a lay 
publication, as well as press releases to the newspapers. 

Mr. Horan. You are a very good witness. There is one other ques- 
tion I do want to ask, Mr. Chairman. 

What is the objection or what is the trouble that might be involved 
in, for instance, requiring the basic chemicals in a cosmetic to be 
placed on the label ? 

Dr. Benrman. I would certainly say there is no particular objec- 
tion. I would say that the only objection might come from the manu- 
facturer who might feel he would be disclosing a trade secret. But 
certainly from the standpoint of the average person or the average 
doctor, there would be no objection, or they would probably even 
prefer such a thing. 

Mr. Horan. Thank you. 

The Cramman. Who would the AMA be responsible to? 

Dr. Benrwan. You mean from a standpoint 

The Cuatrman. From any standpoint. 

Dr. Benruan. I can’t answer that. 

The Crnatmman. We might just as well have an American stock 
association to pass on, say, stock that is sold on the market every- 
day or one to pass on clothing, an American clothing association, or 
an American washing machine association, or anyone else. We might 
even have an American election association to pass on elections and 
candidates. 

I mean you are responsible to no one, is that not right, except your 
own group? 

Dr. Betreman. I would say the American Medical Association has 
been responsible to the people for many years. 

The Cramrman. Has been. That is not the question. But there is 
delegation of power here. Do you think the American public is ready 
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to accept an independent association that is responsible to no one pass- 
ing on these cosmetics? 

Dr. Benran. This independent association actually is comprised 
of doctors, all the doctors of this country. 

The Cuamman. Admitting all that, and admitting their ability 
and so forth, do you think there should be that delegation of power 
to any group? 

Dr. Benroan. I think they are the best qualified. 

The Cuarrman. There is no question about that. A group of re- 
sponsible financial men are mode wire just as qualified to pass upon 
good stocks and bad stocks, and a group of men who are engineers 
might pass on automobiles, and therefore you have an American 
automobile association. Don’t you see the possible danger in this? 

Mr. Anernetuy. Mr. Chairman? 

The Cuarmman. Yes. 

Mr. Anernetiiy. I think maybe you misinterpreted what the wit- 
ness has in mind. I do not think the witness has in mind that there 
should not necessarily be a Federal agency. As I understand it, 
this is simply a service which the AMA renders gratis to manufac- 
turers. 

The Cuarrmman. Don’t you see the possibility of a growth—— 

Mr. Anernetnuy. There is no power. 

The Cuamman. Definitely no power. There could not be any 
power. That is why I asked to whom they were responsible. 

Dr. BenrMan. I would say in answer—— 

The Cuamman. It is a self-governing group. Is that right? 

Dr. Breurman. It is a self-governing group whose responsibility 
always has been the public. 

The Cnarrmman. And they are trying to help the public, to guide 
the public. 

Dr. Berman. Yes. 

Mr. Horan. Would you yield, Mr. Chairman ? 

The Cuamman. Yes. 

Mr. Horan. The reason I asked about the association of your 
laboratory in this effort—which I think is commendable—the associ- 
ation you have with those bodies who are responsible in this field, 
namely, the Food and Drug Administration and the Public Health 
Service, I believe that we would have a little more light on this subject 
right now if we knew what the association was. It may be true there 
is a connection there and I would like to know. You yourself do not 
know and you have so testified. 

Dr. Benruan. I can only say—— 

Mr. Horan. That would be the check I think we all want, Mr. 
Chairman. 

Mr. Asernetuy. As I understand, from what the witness says, 
this particular body which he says is established with a laboratory 
in Chicago is strictly an advisory agency established by them and 
maintained out of their pocket for the benefit of the manufacturers 
and the public. Is that not it? 

Dr. Beurman. That is correct. 

Mr. Anernetiry. And if it is worth anything to the public, you 
want them to have it. If it is not worth anything to them, they do 
not have to use it. 
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Dr. Beurman. This is strictly a public service for which there is 
no charge whatsoever made on any side. 

The Crairman, Any further questions? 

Mr. Horan. I think we ought to know more about the relationship 
of this laboratory, because it may not be official, but certainly it exists. 
You know that. I wish someone could elucidate as to what informal 
recognition there is on the part of responsible parties. 

Now we recognize the Government has a certain amount of au- 
thority in this country and in this field. It operates with the Food 
and Drug Administration, and here is your group operating in the 
same field trying to recommend certain cosmetic and other products 
before they are sold. 

Dr. Benrman. I would say that it certainly could be said in any 
committee or any specialized council such as this, that there are al- 
Ways one or several members from responsible Government agencies. 

For example, I mentioned that the head of the Division of Phar- 
macology of the Food and Drug Administration is one of the seven 
members of our committee. And usually our laboratories and our 
procedures and all our ideas are very similar. I mean, we work them 
out jointly. That is the reason for always having members of this 
type on our committee, so that our procedures are actually a check 
on the same sort of set-up, say, the Food and Drug Administration 
has, with several advantages. One is that we can—I mean if we find 
that something has come out on the market which is unsafe or dan- 
gerous, we can immediately come out with a statement in publica- 
tions and so forth, which the comparable agency in the Government 
cannot do. 

The Cuarmman. There is no dispute about what you could do. Sup- 
pose you grew to such power and recognition that the American public 
would not accept anything unless it had an AMA stamp on it or no 
merchant who sold these goods at retail would sell anything unless 
ithadan AMA stamp. Wouldn't that be a great delegation of power ? 

Dr. Beurman. Yes. 

The CuarrMan. Great power. 

Dr. Beurman. Yes. 

The CHamMman. And this group would be responsible to no one, 
Our Government is sometimes cumbersome, is it not, because we have 
a check and a recheck. But I am talking about this delegation of 
power. The only reason we are sitting here is that we must eventually 
recommend legislation or accept the law as it is. Now if the American 
Medical Association wants to pass on it, that is only one phase. Why 
not a group of stockbrokers or a group of mechanical men or a group 
of clothing men or a group of anything else? 

Dr. Beurman. Of course, it is our feeling that the Food and Drug 
Administration as well as the Federal Trade Commission has cer- 
tainly legislative power and can act on these things, whereas we are 
primarily an educational body. There is still enough legislative con- 
trol and that is certainly under Government supervision. I mean, 
we are just performing these measures as a public service in the in- 
terest of the public health, and we feel we can certainly achieve a 
certain amount of it from the standpoint of the protection of the 
public and the public health. 

Where it ge ts to a stage where danger and damage of various types 
may occur, we feel there are still appropriate Government agencies 


Se hae He? RS eel 


whe 


ve 


. a) 


1S Oia; Oa 


il UG ote eedaiie Meshes. 





A SL A ae Meaty 





CIIEMICALS IN FOODS AND COSMETICS 1163 


and bodies, both locally and nationally, loc al boards of health and 
groups like that. who will alw: ays act on these measures or who will 
frequently act independently. 

The Cuamman. That is the crux of what we are trying to do now. 

Mr. Horan, Would it be too far afield to ask this question—you 
mentioned the Federal Trade Commission. 

Dr. Beurman. Yes. 

Mr. Horan. I know one cosmetic manufacturer who puts out a 
whole flock of creams for the skin, one that you use under your chin 
nd another one back of your head, about four or five of them. Is 
that authentic that certain creams are more effective on certain parts 
of the body ¢ 

Dr. Beuruan. That is a highly questionable point. We feel in 
general most creams, particularly of the cold cream type, have a 
more or less similar composition and function over most parts of 
the anatomy, and that such selectivity has very little application 
from the stand poi nt of anatomy and physiology. 
* Mr. Horan. Then the manufacturer has an ethical responsibility 

his advertising, because he is dealing with the most susceptib le 
trait in human nature, and that is vanity. Is that not true? 

Dr. Beurman. I would agree with that. 

Mr. Horan. That is all. 

The CuHarrmman. That is all. 

Mr. Kieinrecp. Thank you, Doctor. 

Dr. Benruan. Thank you. 

The Cuarrmman. The next witness. 

Mr. Kuemvreip. Dr. Baer. 

Phe CHamman. Your name and address? 

Dr. Barr. Rudolf L. Baer, 962 Park Avenue, New York City 

(The oath was administered by the chairman. ) 

The CHatrmMan. Proceed. 


TESTIMONY OF RUDOLF L. BAER, M. D., NEW YORK CITY 


Mr. Kirervreip. T am sorry to have kept you waiting, Dr. Baer 

Where did you obtain your medical degree ? 

Dr. Barr. Basle, Switzerland, 1934. 

Mr. Kurtnrecp. Have you practiced medicine since then? 

Dr. Barr. Yes. 

Mr. KieInretp, How long have you specialized in the field of 
dermatology ? 

Dr. Barr. Since 1 
' Mr. Kurtnretp. You area fellow of the American Medical Associa 
tion ¢ 

Dr. Barr. Yes. 

oti KLEINFELD. And you are certified in that field as a specialist 
> American Board of Dermatology and Syphilology Y 

Dr. sarr. Yes. 

Mr. Krernrevp. Are you a member of the American College of 
Dermatology and Syphilology ? 

Dr. Birr. Yes. 

Mr. Kuemrerp. And of the American College of Allergists 

Dr. Barr. Right. 


935. 
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Mr. Kuernrevp. And of the American Psychosomatic Society ? 

Dr. Barr. Right. 

Mr. Kixrnrevp. Are you assistant professor of dermatology at New 
York University Bellevue Medical Center, Bellevue Medical School? 

Dr. Barr. Associate professor of clinical dermatology and syphi- 
lology. 

Mr. Kternrevp. Associate professor ! 

Dr. Barr. Yes. 

Mr. Kuernreitp. Have you contributed papers in the field of derma- 
tology to medical and other professional publications ? 

Dr. Barr. Yes. 

Mr. Kiernreip. About how many would you say ? 

Dr. Barr. Sixty or seventy. 

Mr. KLernreLb. Sixty or seventy ? 

Dr. Barr. Right. 

Mr. Kuetnrevp. Please read your statement. 

Dr. Barer. For many years Federal laws have made provisions for 
adequate protection of the consumer's health against avoidable dam- 
age from new drugs. This protection has been achieved by making it 
obligatory that certain clinical and toxicologic data, indicating the 
relative safety of the drug, are submitted before it is made generally 
available. 

While the law also attempts to protect the consumer against injury 
from new cosmetics, its provisions with respect to these have been less 
strict than those pertaining to drugs. It must be stated that serious 
harm from cosmetics, which might have been avoided under different 
Federal regulations, has not been a frequent occurrence despite their 
extremely widespread use. However, it seems reasonable to demand 
that the law protect the consumer, insofar as possible, against the 
harmful and dangerous effects of cosmetics, which after all, are not 
essential to the maintenance of health, at least to the same degree 
as it protects him against the harmful effects of drugs. 

An ideal law would be one which would prevent all harmful effects 
of cosmetics. Unfortunately this ideal cannot be achieved because 
even the most basically innocuous cosmetic can in rare instances 
cause allergic sensitization and under such circumstances it may have 
a more or less seriously harmful action. Asa matter of fact, it should 
be noted that consumers seem to be willing to take their chances on 
being harmed by certain cosmetics which produce an altogether not 
negligible incidence of allergic reactions. Because some possibility 
exists of allergic reactions from almost any cosmetic it becomes under- 
standable that it is difficult to draw a sharp line in all instances be- 
tween that incidence which is still acceptable and which is prohibitive. 
Nevertheless, with the help of common sense it is feasible to come to 
a decision for each type of cosmetic as to where the incidence of side 
effects exceeds a justifiable ‘alculated risk. 

Most of those interested in this problem will agree that there are 
some substances or combinations of substances which in the past have 
been contained in cosmetics and which we know today because of 
their prohibitively injurious effects should and could have been ex- 
cluded from such use if the proper precautions had been taken under 
a law requiring adequate information about their effects before they 
were sold to the consumer. With the rapid scientific and technical 
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developments of our time it is likely that other substances will be 
developed which, from the technical viewpoint, might be desirable in- 
gredients for cosmetics, but which should be excluded from such use 
or at least from certain cosmetic uses because of their injurious action 
on the consumer’s health. Among the harmful effects are allergic and 
,onallergic irritations of the skin, irritations of the skin when use of 
the cosmetic is followed by exposure to sunlight, as well as toxic and 
other harmful actions on various other organs when some substances 
contained in cosmetics are absorbed through the skin. 

In view of these considerations I favor the following measures to 
achieve increased protection for the users of new cosmetics: 

(a) The Food and Drug Administration with the help of the cos- 
metic industry should draw up and make available a list of compounds 
which in the past have been and at present are being used in cosmetics 
without prohibitive harmful effects having been reported. With some 
compounds it will be necessary to qualify in what concentration and 
in what type of cosmetic their use is permissible. New compounds 
for which adequate evidence of innocuousness has been submitted 
could then be added to this list from time to time. 

(6) In order to provide a greater degree of likelihood that new 
cosmetics which are offered for sale do not possess the objectionable 
properties mentioned above or other potentially harmful properties, 
the law should be amended so as to make it obligatory that cosmetics 
which either contain new ingredients or which contain entirely new 
combinations of previously used ingredients shall be submitted to the 
Food and Drug Administration for approval before they are released 
for sale, together with evidence that the new cosmetic does not possess 
other harmful properties which are detectable by the best testing 
method available at that time. The Food and Drug Administration 
should be given some discretion in determining what constitutes an 
entirely new combination of previously used ingredients. 

I now wish to add a few remarks as to what evidence should be 
submitted to demonstrate the relative innocuousness of a new cosmetic, 
While valuable as crude screening procedures, the results of skin test- 
ing, including patch testing, which are being used for detecting harm- 
ful effects of cosmetics on the skin should not be relied upon exclu- 
sively as evidence of innocuousness of a new cosmetic. Apart from the 
fact that such skin tests can only help to discover certain of the side 
effects in which we are interested here, they obviously cannot repro- 
duce the actual conditions of use and of exposure to the cosmetic. 
Moreover, a skin test with a cosmetic on one area of glabrous skin does 
not necessarily indicate what the effects would be on the nail, the 
tissues under the nail, the eyes and even on particularly sensitive skin 
areas such as the eyelids, et cetera. 

Therefore, every cosmetic which is new in the sense specified above, 
in addition to being screened through skin tests, should be tested for 
a period of at least 1 month in volunteer subjects under actual condi- 
tions of its proposed use. A certain number of these subjects should 
be examined by qualified physicians before and after such usage test. 
Here again it might be well to give the Food and Drug Administration 
some discretion in determining for the various types of cosmetic prep- 
arations submitted, the number of subjects to be included in such usage 
tests, and the number of subjects who should be examined by phiysi- 
cians before and after the usage test. The standards of desirable 
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minimum requirements for testing new cosmeties should be worked 
out by the Food and Drug Administration with the collaboration of 
representative dermatological organizations such as the American 
Academy of Dermatology and Syphilology and the Society for In- 
vestigative Dermatology. 

From what I have stated here it can be concluded that the law can 
be amended so as to further minimize the likelihood of harmful effects 
from new cosmetics. At the same time it must be stressed that abso- 
lute assurances for harmlessness of a cosmetic product cannot be 
brought by the methods of skin testing and of limited usage testing 
available at present. 

The CHamman. Mr. Kleinfeld. 

Mr. Kuiernretp. Dr. Baer, on page 2 of your statement you say: 

A skin test with a cosmetic on one area of glabrous skin does not necessarily 
indicate what the effects would be on the nail, the tissues under the nail, the 
eyes and even on particularly sensitive skin areas such as the eyelids, et cetera. 

In other words, I think you are saying, are you not, that if a cos- 
metic is to be placed on the commercial market the manufacturer or 
distributor should take into consideration the use to which it is to be 
put and the areas of the body on which it may be applied ? 

Dr. Barr. Yes. 

Mr. Kiernrei_p. For example, suppose I were to put a new shampoo 
on the market tomorrow, in determining what tests should be utilized 
in order to protect the public, before it is placed on the market, would 
it be a safe precaution in your opinion to determine what effect that 
hair shampoo might have on the eyes, or the eyelids, and the general 
orbital area in addition to the scalp and hair? 

Dr. Barr. Yes. And I think this can best be done by the usage 
test, because it is obvious that if the shampoo is used under actual 
conditions by many hundreds of volunteer users that some of them 
are likely to get some of the shampoo on the eyelids and in the eyes. 
And in this way you have a better test than could be done with any 
artificially designed method. As a matter of fact, it is well known 
that most cosmetics used on the scalp, if their harmful effects are 
based on an allergic mechanism, produce a rash as a rule not on the 
scalp but on the face, neck, ears, and other adjoining areas of the body. 

Mr. Kiernrevp. In performing these patch-tests, who do you think 
should perform those tests and who are qualified to judge the results 
obtained from such tests? 

Dr. Barr. I believe that qualified dermatologists and qualified al- 
lergists are capable of evaluating these tests and appraising them 
properly. 

Mr. Kurerrecp. How about the use test? Who should perform 
such tests and who should be in a position to make a sound judgment of 
the results of such use tests? 

Dr. Barr. I think that qualified dermatologists are the ones who 
‘an properly perform and supervise these usage tests. 

Mr. Kuerrevp. Then you don’t think that an ordinary layman who 
is not a physician is qualified by training to do so? 

Dr. Barr. No. 

Mr. Kuernrevp. I have no further questions. 

The Cuatrrman. Mr. Jones? 

Mr. Jones. No questions. 

The Cuarrman. Mr. Horan? 
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Mr. Horan. I want to again refer to the difficulty we might run 
into when you say that qualified dermatologists should be recognized 
as able to make these tests. 

Now I don’t disagree with that, but supposing we ran into trouble 
later on, on what would we base judgment for reprisal of any kind $ 

Dr. Barr. I do not know what sort of reprisal you are referring to. 

Mr. Horan. Supposing a qualified dermatologist passed on this and 
it being a matter of judgment, said it was O. K. to go on the market, 
and it was put on the market and an injury occurred and you had a 
ease in court. You would be left hanging in midair, as our chairman 
tried to point out a while back, unless we understand what you mean 
by qualified dermatologists and how they are going to certify to the 
legality of qualified dermatologists passing on any product. So that 
later on if injury occurred and the case was in court we would have 
something to go back to. Because right now we wouldn’t have a thing 
to go back to. 

{ Discussion off the record. ) 

Mr. Horan. The other thing I want to ask you and then I will be 
through—you indicated that you feel that some amendments to the 
present law should be had. We want it to be the proper kind of 
amendment, not burdensome but beneficial. How would you amend 
the law now, just briefly ? 

Dr. Barr. In principle I would amend the law so as to subject the 
sale of new cosmetics to the same regulations that at the present time 
co for the sale of drugs. That isthe principle ofthething. Of course, 
there are certain differences. 

Mr. Horan. Would you have any objection to having the basic in 
gredients and the formula placed on the label ? 

Dr. Barr. I would have no objection, but I think if one does that, 
one must realize that in some people the ingredients which usually 
are considered inert, for instance, the basic ingredients in which the 
colors or perfumes or whatever it Is are suspended, can themselves cause 
reactions in occasional instances, For instance, lanolin and petro 
latum or even mineral] oll generally are considered innocuous but 
certainly do cause reaction in an oecasional indiv idual. 

Mr. Horan. That is all. 

Mr. Kuernrevp. Dr. Baer, from the viewpoint of a dermatologist, 
do you know of any reason why the same precautions should not be 
taken with respect to soaps as are taken with other cosmetics ? 

Dr. Barr. I see no reason why they should not be taken. 

Mr. Kirtnretp. The same problem exists there as in regard to cos 
metics;: is that correct ? 

Dr. Barr. Right. 

Mr. Krernreip. No other questions. 

The Cuamman. Thank you, Doctor. 

Dr. Barr. Thank you. 

The CuatrmMan. The next witness. 

Mr. Kurtnrevp. Mr. George Kremer. Is he here? 

A Vorcr. I expect him any moment. 

Mr. Kuernrerp. Is there a representative here of Maas and Wald 
stein ? 

(No response. ) 

Mr. Krernretp. Mr. Masters. 

The Cuarrmman. Your name and address? 
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Dr. Masters. Edward J. Masters, 633 Fifth Avenue, New York 
City. 


(The oath was administered by the chairman.) 


TESTIMONY OF EDWARD J. MASTERS, PH. D., FACTORY MANAGER, 
HELENA RUBINSTEIN, NEW YORK, N. Y. 


Mr. Kuiernreip. Dr. Masters, if I called you “mister” I apologize. 
Are you a medical doctor, sir? 

Dr. Masters. No, sir. 

Mr. Kuewrevp. What is your academic background ? 

Dr. Masters. Bachelor of science degree and masters degree in 
chemical engineering and Ph. D. in organic chemistry. 

Mr. Kuxrnrevp. Not in pharmacology ? 

Dr. Masters. No. 

Mr. Kiernrevp. What is your position with Helena Rubinstein? 

Dr. Masters. Factory manager. 

Mr. Kierxrexp. What do your duties entail ? 

Dr. Masters. They entail complete control of the factory operation, 
including purchasing, the laboratories, and production. 

Mr. Kuernrexp. Please read your statement. 

Dr. Masters. Pursuant to your request, we are herewith furnish- 
ing statement to be presented to your committee. 

We are herewith listing Helena Rubinstein, Inc., products by gen- 
eric designation as follows: 

(The list of products referred to is in the files of the committee.) 

Further to your request, we are herewith listing ingredients con- 
tained in our products, as follows: 

(The list referred to is in the files of the committee. ) 

Colors; only certified colors and cosmetic nonaniline colors are 
used. The certified colors are allowable for use in food, drug, and 
cosmetic products, depending on their category. These are “desig- 
nated by F. D. & C and D. and C. numbers. The inorganic colors 
(nonaniline) used are the iron oxides, carbon blacks, ultramarine 
blue, violet, and chrome oxide greens. These latter are designated as 
cosmetic colors, and the guarantee that the amount of lead and arsenic 
present is as follows: 

Less than 20 parts per million of lead and less than 1 part in 500,000 
of arsenic are present. 

(The list of the colors used is in the files of the committee.) 

A laboratory, staffed by eight chemists, is maintained in our manu- 
facturing plant. The chief chemist supervises laboratory operations 
and manufacturing operations, and is assisted by seven laboratory 
chemists. All our chemists possess qualifying academic degrees in 
science and/or chemistry ; one chemist possesses a degree in pharmacy 
and is a licensed pharmacist in the State of New York. 

Helena Rubinstein products are first compounded and studied on an 
experimental basis, using ingredients known for their long and con- 
tinued use in cosmetics, having acceptance for use in cosmetics, and 
most of which appear as ingredients listed in the United States Phar- 
macopoeia, and/or other recognized and established compendia. The 
history and background of chemical ingredients are carefully studied 
and, after the determination of their safety for use is made, manu- 
facture of a product, using these ingredients, may then proceed. A 
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large number of ingredients used in our manufacture are purchased 
from concerns, who have in turn carefully studied their particular 
product, so that these concerns are in a position to supply us with 
a warranty as to the safety of the ingredient alone, and in many 
sases the safety of the ingredient when used in combination with other 
ingredients. The details of the data compiled by manufacturers show- 
ing the warranty to us are always made available, in addition to the 
warranty delivered to us by the manufacturer. Our established policy 
is to purchase the best quality of raw materials and to make certain 
that iaisvien are made strictly according to specifications agreed on. 
In all cases our laboratory does not approve a product for manufacture 
until a determination is made that the product is safe for use. 

In any case where there is doubt concerning the ultimate decision as 
to the use of any ingredient or product, such ingredient or product 
is submitted to our consultant dermatologist for opinion and recom- 
mendation. In addition, such ingredient or product has also been 
submitted to an independent laboratory for analysis and report; in 
any event, we encourage and seek to obtain an objective study and 
report. At any time when a product calls for the use of an ingredient 
on which we do not have adequate experience, or conclusive history or 
literature, we consult with our medical adviser in order to obtain his 
opinion and recommendation. In some of these cases further labora- 
tory testing or clinical testing may be recommended, or other recom- 
mendations may be made for the purpose of evolving a product which 
is considered safe and effective. 

Some of the determinations we have on hand, before a product is 
released for sale, are as follows: 

1. Laboratory tests have proved the product safe and effective for 
the purpose and use intended. 

2. Sufficient use tests have been made to determine safety in use; 
some use tests are made on animals, and all have been made on humans. 

3. Clinical tests in appropriate cases. 

4. Shelf test over a long period of time to prove stability under 
normal conditions. 

5. Special tests to prove stability under varying temperature 
conditions. 

Manufacture of products is supervised by our chemists. At manu- 
facture, a sample of each batch is taken by the laboratory, carefully 
examined, and approved for delivery to our production department 
for filling and finishing. During filling and finishing, a sample of 
the batch is taken by a chemist, carefuly examined, and approved for 
completion of filling. The sample taken by the chemist during the 
course of final filling and finishing is adequately marked and identified, 
and retained in our laboratory files. 

With respect to our views on existing legislation covering the manu- 
facture and sale of cosmetics, we firmly believe that it is the primary 
obligation and responsibility of the manufacturer to the public that 
any cosmetic manufactured and sold is safe for use. Our record of 
experience of injuries, or adverse reactions claimed to be due to the 
use of our products, clearly shows that complaints are in practically 
all cases due to personal allergies or personal sensitivities. Our record 
of complaints, in relation to the number of units of products sold and 
the infinitive number of individual number of applications repre- 
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sented, shows a negligible number of complaints. We consider our 
testing and the investigation of ingredients and products to be a serious 
responzibility, which we have always assumed, and will continue to 
assume as one of the major responsibilities of our company. In our 
opinion, additional legislation of practical intent will not add to our 
extensive testing and determination of product safety and efficacy. 

The Carman. Mr. Kleinfeld. 

Mr. Kiernrevp. Dr. Masters, does your company submit its products 
for acceptance to the committee on cosmetic, of the American Medical 
Association ¢ 

Dr. Masrers. It does not. 

Mr. Kiernrevp. On page 6 of your statement you say: 

The details of the data compiled by manufacturers showing the warranty to 
us are always made available, in addition to the warranty delivered to us by 
the manufacturer. 

What kind of warranty are you talking about? 

Dr. Masters. Warranties chat apply to raw materials purchased 
and also to raw materials that are suggested for use to us by the 
manufacturers. 

Mr. Kiernreitp. What is warranted ? 

Dr. Masters. Let us take a specific example. In our estrogenic 
hormone cream we use natural estrogenic substance. We purchase 
this material strictly according to specifications. Before receipt of 
a shipment of the materials we insist that a biological assay is made 
on each shipment to guarantee to us that the material is as represented 
and meets all our specifications; and this is done on every shipment 
of a substance made in our laboratories. 

Now, on further warranties, let us take, for example, the compound 
G4 and G11 which have come into use in the last few years in Seadaniant 
soaps and as fungicides. The specific manufacturer of those products 
has done considerable testing. The literature that he has compiled 
is given to us. 

Mr. Kierretp. What kind of testing? 

Dr. Masters. Toxicity test, actual-use tests, all sorts of clinical 
tests. 

I have here, for instance, the type of literature that is submitted 
by a manufacturer on such products. 

Mr. Kieinrevp. Does the warranty warrant that your suppliers has 
made various pharmacological and toxicologic tests? 

Dr. Masrers. Yes. For example, an example of what I mean—— 

Mr. Kieryretp. What does the warranty say ? 

Dr. Masters. Let me give you a specific example here. Well, I have 
it here. Take one of the ingredients—Deltyl. The warranty will tell 
us they have done patch tests on 200 people and that the patch test 
has indicated that the response was negative in all cases. 

Mr. Kuernretp. You say you have a warranty. Do you have a 
written piece of paper which says, “We warrant something”? 

Dr. Masters. Yes. 

Mr. Kiernreip. Do you have one with you? 

Dr. Masters. Yes. 

Mr. Kuernrevp. Please read it. 

Dr. Masters. Well, I think there possibly is a misunderstanding. 
The warranty doesn’t protect us from any possible damage. But here 
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is the type of warranty that is involved. Here is a letter written from 
an industrial toxicology laboratory to our supplier indicating : “Wish 
to submit the following report on a patch test.” 

Mr. Kuiernrevp. Is that a letter to you from one of your suppliers? 

Dr. Masters. This is a copy of a letter he gives us. 

Mr. Kiervretp. Who was the supplier? 

Dr. Masrers. Givaudan. 

Mr. Kuernrexp. Is that a letter to you? 

The Cuarrman. That is the copy of a letter received by your sup- 
plier from some toxicology laboratory ; is that right? 

Dr. Masrers. That is right. I have a letter to us but I don’t have 
it with me. 

But, for instance, on the wetting agents we have received letters. 

Mr. Kieryreitp. Do you have a letter addressed to you by any of 
your suppliers which warrants something? 

Dr. Masrers. Yes. 

Mr. Kuetnrevp. All right, please read such a letter. 

Dr. Masters (reading) : 


9oO77 


We refer to your Order No, 2277 

Mr. Kuixernretp. To whom is that addressed ? 

Dr. Masters. To the H. R. Laboratories, Inc., which is Helena 
Rubinstein. 

Mr. Kiernreip. That is your company ? 

Dr. Masters. That is right; Helena Rubinstein. 

Mr. Kuerrecp. By whom is it signed? 

Dr. Masters. L. Osterweil, vice president. 

Mr. Kiernretp. What do they make? 

Dr. Masters. They make the natural estrogenic substance. 

We refer to your order No. 2277, your code No. 4—532, covering 250 grams of 
natural estrogenic substance, and, we have pleasure to send you herewith Seil, 
Putt & Rusby, Inc., certificate of analysis No. 65056 showing a melting point of 
252.5/255.80C, and 95.5 percent Keto-Steroids. 

We hope you will be satisfied with this fine analysis and assuring you that we 
are always glad to be of service to you, we remain 
and then the P. S.— 


We also have pleasure in enclosing herewith Leberco Laboratory’s biological 
assay showing 10,300,000 international estrone units per gram. 

Mr. Kvrrnrevp. Is that the kind of warranty you are talking about? 

Dr. Masters. Yes. 

Mr. Kixrnretp. That is not the kind of warranty you told us about. 
That is the viewpoint of the chemist that this has certain potency in 
international units. It is a chemical warranty; is it not? 

Dr. Masters. That is right. 

Mr. Kierrevp. It doesn’t tell you how many tests were made or who 
made the tests at all. 

Dr. Masters. Well— 

Mr. Kurrnretp. It doesn’t mention safety at all. 

Dr. Masters. It doesn’t mention safety. 

Mr. Kiernretp. Well then, your statement made earlier is not 
correct. 

Dr. Masters. I have a letter from manufacturers of Foamole G and 
Detergent 1011 in which they specifically state that these ingredients 
have been tested and are safe for use. 
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Mr. Kuernrex. It is the practice of your organization in obtaining a 
warranty to obtain such a letter from your suppliers in all instances? 

Dr, Masters. Not in all instances. 

Mr. Kvernre.p. In how many instances do you get a letter such 
as you just read, which doesn’t mention in any particular what tests, 
if any, were made on materials, and in how many instances do you 
get some certification from your supplier that he or they have made 
safety tests as distinguished from chemical tests? 

Dr. Masrers. Practically all of the ingredients that we use in our 
manufacture are checked with the supplier prior to considering the 
ingredient for use, and in most cases they indicate to us that the raw 
material is safe for use. They also give us—we insist on obtaining 
literature which shows us the tests that have been run. 

Mr. Kiervretp. Do you buy wetting agents? 

Dr. Masters. Yes; we do. 

Mr. Kuerreip. Do you obtain from the people who supply the wet- 
ting agents to you a warranty that the seadnih will not cause any 
injury to the eyes? 

Dr. Masters. No; we do not. 

Mr. Kternretp. Do you put out a shampoo? 

Dr. Masters. Yes; we do. 

Mr. Kiernretp. What kind of tests did you perform on your sham- 
poo before you placed it on the market? 

Dr. Masters. The tests specifically were use tests. The two sham- 
poos that we placed on the market approximately 2 years ago were 
products that I personally had contact with for years, and they hhad 
been on the market previously with no adverse reaction. Recently 
we have run specific eye tests on these shampoos. 

Mr. Kternretp. That was after the injuries which occurred ? 

Dr. Masters. That is right. 

Mr. Kuernriip. From the use of other shampoos not made by your 
company ¢ 

Dr. Masters. That is right. 

Mr. Kiernrevp. Prior to that time you did not make tests to see 
whether the shampoos might cause injury to the eyes of the person 
using it? 

Dr. Masters. No. 

Mr. Kixrnrecp. Do you use any animals now in determining 
whether such injuries might result ? 

Dr. Masrers. In a specific test run, animals were used. 

Mr. Kuetnrecp. And you think those tests are necessary ? 

Dr. Masters. In my opinion the tests were not necessary, but in 
view of the possibility we believe it would be wise to test these two 
products. 

Mr. Kiernrecp. You say you don’t think it is necessary. Do you 
mean because you don’t think a reasonable person would contemplate 
that shampoo might get into the eyes of an individual using it? 

Dr. Masters. These two products had been on the market for years. 
There was no reason to suspect them. They were not new chemicals 
and they were not new cosmetics. 

Mr. Kterretp. They were new when they were first put out; were 
they not? 

Dr. Masters. For our company they were; yes. 
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Mr. Kuernrerp. At that time you did not conduct those tests, did 
you? 
* Dr. Masrers. That is right. 

Mr. Kiernrevp. Who performs your patch tests? 

Dr. Masters. Ordinarily we do not perform patch tests. 

Mr. Awrrnre“p. On any of your products ‘ 

Dr. Masters. No. We perform irritation tests on animals, and we 
have done so in many cases in the last few years. 

Mr. Kie1nrecp. No patch tests? 

Dr. Masters. No patch tests. 

Mr. Kuernrevp. Do you perform use tests? 

Dr. Masters. Yes, we do perform use tests. 

Mr. Kueryrevp. Who performs the use tests / 

Dr. Masters. Well, the laboratory performs these tests, distributes 
products to people in the factory ; also within our organization in New 
York tests are run. We have what amounts toa panel for testing. We 
have a salon which tests hair preparations prior to use. And depend- 
ing on the type of product, we may run these tests under the guidance 
of our dermatologist. 

Mr. Kiemrevp. Do you have your own laboratory ? 

Dr. Masters. Yes, we do. 

Mr. Kiernrecp. How many people are employed in your laboratory / 

Dr. Masters. There are seven chemists that are employed, plus two 
other people that are not technical—nine. 

Mr. Kiernrevp. You have seven chemists, two nontechnical people ? 

Dr. Masters. Yes. 

Mr. Kiervrecp. No pharmacologist ? 

Dr. Masrers. Yes, I have stated we have a chemist who is a 
pharmacist. 

Mr. Kuiernrevp. I said pharmacologist. 

Dr. Masters. I am sorry. No pharmacologist. 

Mr. Kuernrecp. You have no pharmacologist. 

Dr. Masters. We have a consultant dermatologist on our staff who 
works on new products with us. 

Mr. Kietreip. And you say— 

In any case where there is doubt concerning the ultimate decision as to the use 
of any ingredient or product, such ingredient or product is submitted to our con- 
sultant dermatologist for opinion and recommendation. 

Dr. Masters. That is right. 

Mr. Krervretp. Who resolves the doubt?) Who determines there is 
a doubt ? 

Dr. Masters. Well, the entire decision is made in collaboration. 
It definitely is the responsibility of the laboratory to decide whether 
a product is safe or not, but we certainly depend on the dermatologist 
for advice where we feel we are in a field that is foreign to us. 

Mr. Ktermrewp. You feel then your chemists as chemists are quali- 
fied to perform all your tests and to determine whether your products 
are entirely safe? 

Dr. Masters. Yes. Yes, we do feel that. 

Mr. Kierrep. Is that customary in the cosmetic industry to rely 
on chemists? 

Dr. Masters. Well, let me illustrate our procedure. Perhaps I 
haven’t brought it out too clearly. 
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Before we put out a new product in which there is any doubt at all 
about the possibility of damage, we do run irritation tests involving 
skin tests and involving the eyes. 

Mr. Kiernreip. Pardon me. What are irritation tests? They are 
not patch tests 

Dr. Masters. No. 

Mr. Kurirecp. What are they ¢ 

Dr. Masrers. For instance, on our deodorant cream, when we came 
out with that in 1949, we sent about seven formulas to a bacteriologist 
to test. This was done in the College of Physicians and Surgeons in 
the city here. And the tests involved shaving the hair of rabbits, shav- 
ing two areas, one to be used as a control and the other to be used for 
the actual product, scarifying both sides, and an application of the 
product on one of the sides. Then observation is made for any result- 
ant irritation. 

Also a certain amount of product is instilled into the eye for ob- 
servation as to possible eye injury. 

Included in the new products that we produced within the last 2 
vears we have our deodorant cream, our face powders, our suntan lo- 
tions, night cream, cleansing cream. All of these were submitted to 
this type of test. Now these tests indicated to us whether we have a 
primary irritant in our product. In those cases we obtained negative 
results. Now if we obtained positive results and were doubtful about 
it, we would get in the dermatologist and consult with him as to the 
interpretation of this test. 

Mr. Kiernrevp. Before you go to your consulting dermatologist on 
how many people do you perform these irritation tests ¢ 

Dr. Masters. If we have any reason to believe that the product 
could be dangerous, we consult with our dermatologist at the very 
start of the testing prior to testing it on people. 

Mr. Kiernrevp. So that before making any tests your chemists 
decide whether or not there may be some problem; is that right ¢ 

Dr. Masters. That is right. 

Mr. Kvernrevp. And if you think there is no problem you don’t 
make any tests / 

Dr. Masters. No. As a matter of routine we run tests even if we 
feel the products are relatively innocuous. 

Mr. Kuerwretp. What tests do you make when you think the prod- 
ucts are relatively innocuous ¢ 

Dr. Masters. In most cases we submit the products to an outside 
laboratory for testing as a matter of routine. 

Mr. Kieinrecp. What kind of testing? 

Dr. Masters. This animal testing for irritation. 

Mr. Kixeinretp. How many animals, do you know ¢ 

Dr. Masters. In some cases they may use nine animals for a sample, 
in other cases, two animals. For instance, in a case of deodorant 
cream we sent out seven samples. They used two animals for each 
sample. We varied the percentages of ingredients in the deodorant 
cream, the perfume, the active ingredients, to determine which direc- 
tion we should go in our final formulation of the product. 

Mr. Kiernreip. You have a very flexible procedure, don’t you / 

Dr. Masters. That is right. 

Mr. Kiernrevp. Do you think the testing you do would be accepted 
by the Committee on Cosmetics of the American Medical Association ¢ 
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Dr. Masters. I am not sure that it would because our testing is a 
flexible one depending on good judgment and the nature of the prod- 
uct involved. 

Mr. Kietnrecp. Depending on the judgment of your chemists, is 
that right? 

Dr. Masters. Our chemists and dermatologist. 

Mr. Kuiernrevp. Well, you just said that if your chemists decided in 
advance there probably wasn’t any problem, you wouldn’t send it to 
the dermatologist. 

Dr. Masters. Well, that could happen, yes. 

Mr. Kuietrevp. Could happen? 

Dr. Masters. Yes. 

Mr. Kuieinretp. And you perform no patch tests? 

Dr. Masrers. No, ordinarily we don’t perform any patch tests. 

Mr. Kierrecp. Do you put out any nail coat ! 

Dr. Masters. No, we do not put out any nail coat. 

Mr. Kietnreip. Have you ever put out any nail coat? 

Dr. Masrers. No. 

Mr. Kiernrevp. How about nail polish ? 

Dr. Masters. Yes, we have a nail polish. 

Mr. Kuerrevp. Have you ever received any complaint about it ¢ 

Dr. Masters. I don’t recall any complaints that we have ever 
received in connection with our nail polish. 

Mr. Kietnrevp. Do you manufacture all the products which you 
listed in your statement to this committee, or do you buy some of 
them from other concerns and put your label on them ? 

Dr. Masters. We do buy some products from other concerns and 
put our labels on them. 

Mr. Kiernrevp. Products which are all made up? 

Dr. Masters. That is right. 

Mr. Kiernreip. Do you test those products? 

Dr. Masters. Well, certainly use tests are made on those products. 

Mr. Kiernrecp. Who performs the use tests? 

Dr. Masters. We perform the use tests ourselves before we consider 
putting it on the market. 

Mr. Kieiretp. On how many people? 

Dr. Masters. The number could range from 50 to 200 people. 

Mr. Kiernreip. And those are performed by your chemists on per- 
sonnel within your organization ? 

Dr. Masters. That is right. 

Mr. Kiernrevp. No patch tests? 

Dr. Masters. What is that? 

Mr. Kietnrevp. No patch tests ¢ 

Dr. Masters. No. But the nature of the products that we pur 
chase from outside sources are such that we normally do not expect 
any unusual reaction. For instance, the type of product put out 
included in this category would be a cologne stick. In other words, it 
is a solidified alcoholic solution of a perfume. We would set up the 
formula ourselves and ask the mahiilacharer to produce this for us, 
because there is a fire hazard in that specific case as far as manufac- 
turing is involved. But as far as safety is involved, we would not 
expect such a product to be irritating. Yet all our use tests, actual 
use tests, the salon testing always acts as a check in these cases. 
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You may be interested in our actual statistics on complaints. I have 
had compiled for me our records, and last year we received 118 com- 
— of various nature. Most of them had to do with allergies. 
Now actually we produced about 20 million units; 118 complaints in 
20 million units is really a very low figure. I don’t see what we 
practical!y could do to better such a performance. 

Mr. Kurinretp. You might conduct adequate tests. 

Dr. Masters. We do test our products. 

Mr. Kuiernrevp. Do you call adequate testing the kind of testing 
you referred to here where you don’t even make a patch test? 

Dr. Masters. Well, I am not a dermatologist, but the interpreta- 
tion of a patch test is quite difficult for many products. 

Mr. Kuierretp. That is very interesting. And, therefore, shoul 
not somebody who is qualified to interpret the results make the tests ‘ 

Dr. Masters. If a patch test is made, I would say that certainly 
is true. But certainly use tests and basic toxicity tests and irritation 
tests supersede patch tests. Because when you are talking about 200 
patch tests I don’t think that guarantees safety at all. 

Mr. Kuernreto. We have had testimony from dermatologists that 
patch tests are important—and your tests are too, 

Dr. Masters. I agree. 

Mr. Kiervrerp. They have all said, and it is practically unani 
mous so far, that such tests should be conducted and evaluated by 
qualified physicians. 

Dr. Masters. We have no objection to performance of patch tests, 
but our own testing procedure has proven to us to be quite sound as 
an actuality. 

Mr. Kuernreip. And again it is you chemists who perform your 
use tests; is that correct. 

Dr. Masters. That is correct. 

Mr. Kiernrevp, Just you chemists ? 

Dr. Masters. That is right. 

Mr. Kxierrevp, Do you make your own lipstick ? 

Dr. Masters. Yes; we do. 

Mr. Kuiernrevp. You don’t buy it from anybody ¢ 

Dr. Masters. No; we don't. 

Mr. Kuie1nretp. You market an estrogenic hormone cream and ai 
estrogenic hormone oil, don’t you? 

Dr. Masters. Yes. 

Mr. Kuixr1nrevp. That is the “Hormone Twins” you advertise? 

Dr. Masters. That is right. 

Mr. Kie1nrevp. When is the hormone cream used ? 

Dr. Masters. When is that used? 

Mr. Kiei1nrevp. Yes. 

Dr. Masrers. I don’t understand. 

Mr. Kiernrecp. What is it recommended for and at what times is 
it supposed to be applied to the body ? 

Dr. Masters. I see. It is supposed to be used once a day. A-2-ounce 
supply of cream is a 30-day supply. 
at. r. Kiernrexp. Is it supposed to be applied before a woman goes to 

? 


Dr. Masters. We don’t specify at what time she is to use it. 
Mr. Kuernreip. Do you specify to what areas‘of the body it is to 
be applied ? 
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Dr. Masters. Yes, the face. 

Mr. Kuxrnrevp. Just the face? 

Dr. Masters. The face. 

Mr. Kuernrevp. Not the neck or throat or any other portions of the 
pody ¢ 

Dr. Masters. I am not sure of the throat. We may specify the 
throat, but I am not sure of that. 

Mr. Kuervreco. And what recommendations are made for your 
estrogenic hormone oil ¢ 

Dr. Masters. The same type of recommendation. 

Mr. Kuernretp. What is the difference between the two products? 
Why da you have two instead of one? 

Dr. Masters. I am not sure of this, but I believe the estrogenic 
hormone oil is specified for the throat. 

Mr. Kuernrevo. During the daytime / 

Dr. Masrers. I don’t know. 

Mr. Kiersrevp. Do you know what areas of the body are those 
to which the hormone oil is to be applied ? 

Dr. Masters. I believe it is only to the face, to the face and possibly 
the throat. 

Mr. Kierre.p. Did you perform any tests on your hormone pro- 
ducts before you put them on the market ¢ 

Dr. Masters. tests were performed under the guidance of our con- 
sulting dermatologist. They were run at the University of Vermont 
under Dr. Traub, and there were three main points that were de- 
termined at that time. One was whether we had efficacy ; two, whether 
there was a safe dose; and three, whether the product formula itself 
was stable. I believe that the results indicate that the product was safe 
for use. 

Mr. Kuerwretp. Do you have any reports to that effect ¢ 

Dr. Masters. The reports have never been published, but I must 
refer you to our dermatologist for the information, because all these 
tests were run strictly under his supervision. 

Mr. Kiernrecp. What is the doctor’s name / 

Dr. Masters. Herman Sharlit. 

Mr. Kie1revp. And he is a dermatologist rather than an endoc- 

inologist ; is that correct ? 

Dr. Masters. That is right. 

Mr. Kieinretp, What statement do you put on the label of your 
hormone preparation ¢ 

Dr. Masters, We indicate how it is to be used. We indicate the 
amount, and we indicate the concentration of the active ingredients— 
10,000 international units per ounce. 

Mr. Kiernrecp. Do you put any caution or warning label against 
using too much or rubbing the product in too long or applying it to 
other portions of the body for too long a period of time? 

Dr. Masrers. No. 

Mr. Kiervrecp. You don’t use the word “caution” or the word 
“warning” in your label ? 

Dr. Masters. No. 

Mr. Kirinreicp. You concluded your statement, Dr. Masters, by 


saying 


In our opinion, additional legislation of practical intent will not add to our 
(xtensive testing and determination of product safety and efficacy 
96568—52—pt. 3 -9 : 
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I don’t quite understand that. Please explain it. 

Dr. Masters. As far as we are concerned, would our actual record 
be improved? That isoursafety record. I have indicated it amounted 
last year to approximately 118 complaints in a usage of about 20 mil- 
lion units. Now you would have to strain to improve that record. 

We don’t object to legislation that is practical, but we feel that 
the tests we have performed on a practical basis have protected the 
public. 

Mr. Kiersrecp. Do you make changes in the formulas of your 
products from time to time? 

Dr. Masters. Yes, we do. 

Mr. Kuerrecp. What do you do when you change the formula, 
as far as testing is concerned ? 

Dr. Masters. Well, the deodorant cream was a very excellent exam- 
ple of that. For instance, we had been using aluminum sulfate in 
our deodorant cream, and aluminum chlorhydrol had been brought 
to our attention, and we.had been thinking of using aluminum chlor- 
hydrol for quite some time. We decided to run a series of tests to 
determine whether we would have a better product, and we did so. 

Mr. Kierretp. What kind of tests? 

Dr. Masrers. Well, first of all, one test that we ran were laundry 
tests. We made up various formulations, including aluminum sul- 
fate and aluminum chlorhydrol, and we found that the formulation 
with aluminum chlorhydrol gave us a better result insofar as pos- 
sible damage to clothing was involved. 

Then we ran irritation tests. I previously referred to the submis- 
sion of at least seven different formulas bearing the ingredients for 
animal testing, and we ran those tests as a precaution. 

Then our actual use tests. The various samples of deodorants were 
distributed through our organization, and it may take 6 months to a 
year on such a product before we consider placing it on the market. 
In that time we did achieve a very good experience in regard to pos- 
sible irritation. 

Mr. Kuernrevp. It is not the established policy of your company 
then in connection with all of your new products or all combinations 
of substances which you put out to follow certain prescribed tests; is 
that correct ¢ 

Dr. Masrers. It is not. For example, if we go into make-up items, 
style and fashion trends change, and the sales department may ask 
for a new shade or color. In such a case I don’t think we would run 
irritation tests. We would formulate a product based on the same base 
and adjust the colors to produce the shade required. The possibility 
in that specific case, of bad reactions, is infinitesimal. 

Mr. Kiernrevp. Do you make any soap? 

Dr. Masters. Yes, we do. 

Mr. Kietnretp. Do you make the same tests, if any, with the soaps 
as are made with respect to your other cosmetic line ? 

Dr. Masters. Yes. 

Mr. Kiernrevp. Do you know of any reason why the tests should 
not be made on soaps ¢ 

Dr. Masters. No. 

Mr. Kiernrevp. The same problem exists, doesn’t it ? 

Dr. Masters. Well, specifically, we had a little different problem, 
because our organization decided to place a deodorant soap on the 
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market. This involved the use of G—-11. However, the base we were 
considering was a transparent soap base which was an entirely new 
formulation insofar as a deordorant soap was involved. 

Now we had a wonderful literature indicating that there was no 
toxicity at all and no recognized allergic reaction to G—11, the active 
ingredient. However, we did submit this tr ansparent deodorant soap 
to a bacteriologist and followed the standard testing procedures that 
had been adopte ad for that type of soap. 

Mr. Kiernreicp. My question is this: If tomorrow you were to put 
out a soap conts aining some new ingredient or conti ining an untried 
combination of existing ing redients, would you want to use first the 
same careful tests you have used with your other cosmetics before 
putting the soap on the market ? 

Dr. Masters. Yes. 

Mr. Kuernrevp. I have no further questions. 

The Cuairman. You said the tests you make are designed to pro- 
tect the public. Have you ever disearded a product as a result of 
such tests ? 

Dr. Masrers. Yes, we have. 

The Cuatrman. Now the law does not require you to make any tests ; 
is that not right ¢ 

Dr. Masters. That is right. 

The Cuamman. At the present time / 

Dr. Masters. Yes. 

The CuairmMan. Do you think a man who makes no tests should go 
on unmolested / 

Dr. Masters. No, I do not feel that. I feel that tests should be 
made. 

The Cuatrrman. Mr. Jones? 

Mr. Jones. No questions. 

The Cuarrman. Mr. Horan? 

Mr. Horan. No questions. 

The Cuatrman. Mr. McDonoven ? 

Mr. McDonoveu. How long has your firm been in business in this 
cosmetic production / 

Dr. Masters. Approximately 30 years. 

Mr. McDonoven. And how many years back have you been using 
these various organic chemicals you outline here as part of your 
ingredients ¢ 

Dr. Masters. Well, it depends on the specific chemical. 

Mr. McDonoven. I understand that. 

Dr. Masters. The usage goes back in many to the start of the 
business. In some cases the ingredients are newer in nature and their 
history in our organization is perhaps about 4 or 5 years. It all 
depends on the specific chemical. 

Mr. McDonoven. How long have you been with the firm 

Dr. Masters. I have been with the firm 4 years. 

Mr. McDonoven. Previous to that, were you in the manufacture of 
cosmetics ¢ 

Dr. Masrers. Yes, I was. I had the same type of position as I 
hold at present. 

Mr. McDonoven. Do you think that the claims for cosmetics in 
their advertising are equal to the performance of the product ? 
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Dr. Masrers. That’s a very difficult question to answer because it 
involves opinion. But perhaps—let me tell you what we do about 
it. We have a product that we feel is ready for marketing and we 
write up what this product is supposed to do. We submit that to our 
legal department and also to our copy department. They, in turn, 
write up label copies and advertising copy, submit it to our legal 
department as a check, and also return it to us for approval. We may 
either approve it or disapprove it. 

Mr. McDonoven. In other words, you check and double check on 
your copy before you submit it to the public? 

Dr. Masters. That is right. In other words, we have a legal check 
on our copy and also have a technical check. In other words, I don’t 
believe that there is a product in our line that we produce where we 
cannot substantiate a claim. 

Mr. McDonoven. Out of the 118 complaints that you had due to 
problems involving allergies and otherwise, have you had any com- 
plaints about your advertising for claiming more than the product 
will produce ¢ 

Dr. Masters. No, I don’t recall receiving any such complaints. 

Mr. McDonoven. That is all, Mr. Chairman. 

The Cuarman. That is all, thank you. 

Mr. Kuervreitp. Mr. Kremer. 

The Cuarrman. Your name and address? 

Mr. Kremer. George Kremer, Jr., 1841 Park Avenue, New York 
City. 

(The oath was administered by the chairman.) 

The Cuarman. Proceed. 


TESTIMONY OF GEORGE KREMER, JR., PRESIVENT, ROUX 
LABORATORIES, INC., NEW YORK CITY 


Mr. Kuiernrevp. You are president of the Roux Laboratories? 

Mr. Kremer. I am. 

Mr. Krernrecp. Please read your statement. 

Mr. Kremer. We are pleased to give the committee information re- 
garding Roux products. 

Roux products are madé in a modern factory which has the finest 
equipment available. Stainless steel and glass-lined tanks, modern 
mixing and similar equipment, plus automatic filling and packaging 
equipment, is used to facilitate the production of the finest finished 
products. 

These products are manufactured from chemicals which are of the 
highest quality obtainable. They are purchased from such reliable 
firms as E. I. du Pont de Nemours, Dow Chemical Co., Shell Oil Co., 
Procter & Gamble, Charles Pfizer, and others of like caliber. In addi 
tion to the guaranties of the manufacturers, raw materials are teste 
by chemists employed by Roux. 

Each batch of every Roux product is manufactured under a system 
of elaborate controls. In addition to Roux’s customary chemical test- 
ing, samples are tested on living models in Roux’s testing center. It is 
only after all tests prove satisfactory that the batch is packaged and 
marketed. 

Before a new product is marketed, a thorough search of the available 
literature is made and such literature is carefully studied. A state- 
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ment is obtained from the manufacturers as to their experience with 
any new chemicals. Once the ingredients have been decided upon and 
the product developed, it is tested in Roux’s laboratory completely and 
thoroughly. It is then submitted to a recognized independent labora- 
tory for testing, including patch testing on humans. Following this, 
the product is used in the Roux testing center on living models for 
a long time. The product is also usually provided to select beauty 
salons where it undergoes additional testing. It is only then, after 
the product has satisfactorily passed each of these tests, that it is 
finally sold on the open market. 

The bulk of our business is the manufacture of hair colorings which 
require a patch test before every application by each user. Therefore, 
if any harm could come to a user, timely, certain and adequate warn- 
ing is given to the user and complete safety is provided. This element 
of protection of the public was incorporated in the law after long 
and careful consideration by the Congress. 

Roux is extremely careful to have its labeling and directions in 
simple language which is easily understood by the public. The direc- 
tions are adequate, detailed, and comprehensive. 

During the 19 years that Roux has been in business, it has carried 
products liability insurance with the same company and its rates have 
been reduced by 75 percent because of favorable experience in spite of 
the fact that the amount of coverage has been increased a hundredfold. 
Thus, our $1,000,000 of insurance coverage now costs us but 25 percent 
as much as $10,000 of coverage formerly cost us. 

It is our opinion that present laws are adequate if reasonably and 
properly enforced by competent administration. 

Mr. Kuernrevp. In paragraph 2 of your statement, you say you 
obtain guaranties from your manufacturers. 

What is guaranteed ? 

Mr. Kremer. I think the meaning of that would be the specifica- 
tions. In other words, it was bought as a U.S. P. product or an N. F. 
or a chemical pure product. 

Mr. Kixerwrevp. That guaranty has nothing to do with the safety 
tests; is that not correct ? 

Mr. Kremer. No, sir; it has nothing to do with it. 

Mr. Kiernrevp. Pardon me? 

Mr. Kremer. No; it has nothing to do with it. 

Mr. Kuiermvreip. You say each batch of your product is manufac- 
tured under a system of elaborate controls, and you discuss your 
customary chemical testing. Those tests also are designed to ascer- 
tain whether the product is up to specifications ? 

Mr. Kremer. That is right. 

Mr. Kiernreip. Then you say: 

Before a new product is marketed, a thorough search of the available literature 
is made and such literature is carefully studied. 

Who makes such a search ? 

Mr. Kremer. One of the chemists in our organization. 

Mr. Kietnretp. How many chemists do you employ ? 

Mr. Kremer. Six. 

Mr. Kiernrevp. Do you have anybody else to do such testing ¢ 

Mr. Kremer. We use consulting chemists and firms as well. 

Mr. Kiernrevp. But for your routine testing with respect to safety, 
that is done by your chemists; is that correct ? 














oto 


1182 CHEMICALS IN FOODS AND COSMETICS 


Mr. Kremer. The reference in paragraph 3 is to the chemical test- 
ing of the materials as manufactured. 

Mr. Kuernreip. Exactly what tests does your company make to de- 
termine that your product will not cause injury before you put the 
product on the market ? 

Mr. Kremer. I think I can best answer that by giving an illustration 
of one. 

Mr. Kuetnreip. Please speak louder. I do not think the committee 
can hear you. 

Mr. Kremer. Sorry. I think I can best answer that by giving 
an illustration of one of our recent products, which happened to be a 
hair shampoo. 

Mr. Kretnrei_p. When did you put it out ? 

Mr. Kremer. Pardon? 

Mr. Kiervrecp. When did you put it out? 

Mr. Kremer. That was marketed in the spring of 1950. Work 
was begun on that product in February 1947. A search of literature 
was made by one of our people. 

Mr. Kierretp. One of your chemists? 

Mr. Kremer. Yes. Similiar products on the market were checked 
by these chemists. We retained at that time, February 1947, a very 
well-known soap chemist to do the experimental work on this par- 
ticular product in conjunction with our own people. Laboratory 
work was done—— 

Mr. Kuerre.p. What kind of laboratory work, do you know ? 

Mr. Kremer. Testing of various products, raw materials, and so on. 

Mr. Kueryrexp. I still don’t know what you mean by “soon.” What 
kind of tests were actually made? Do you know? On animals, 
humans? . 

Mr. Kremer. These were chemical tests. 

Mr. Kiernrevp. To determine chemical composition ? 

Mr. Kremer. First they wanted to develop the product and then 
make the safety tests. 

Mr. Kiernre.p. Now you are developing your product ? 

Mr. Kremer. That is right. 

Mr. Kuernret. All right. 

Mr. Kremer. Literature was searched. Similar products were 
tested. The laboratory work was done on it. The aeoduchs were used 
in our testing center beginning in the early part of 1949. They were 
used for a period of over a year in our own testing center. 

Mr. Kiernreip. They were used in your testing center? 

Mr. Kremer. Yes. 

Mr. Kuernre_p. What is the testing center and who used it? 

Mr. Kremer. We have three licensed beauticians that work in our 
own plant, and they do work on living models. We have these models 
that come in to us day after day, year after vear, and they are use 
tests. In other words, the product must be suitable for the purpose 
for which it is intended. So I would say with this particular product 
they probably washed several thousand heads of hair. 

The Crarrman. You say probably washed. Have vou anything 
definite ¢ 

Mr. Kremer. I would guarantee two or three theusand, sir. 

The CHarrman. Two or three thousand different people ? 
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Mr. Kremer. No; probably four or five hundred different people 
have it used on them every 3, 4, 5, 6 weeks. 

The CuatrkMan. Where do these people come from / 

Mr. Kremer. All over New York. 

The CuarmMman. Why do they come to this testing place? 

Mr. Kremer. Because we do free work. 

Mr. McDonoucu. You mean they are volunteers and you give them 
the service in order to test your product [ 

Mr. Kremer. That is right. 

Mr. McDonoveu. Do you assume any responsibility if you injure 
them ! 

Mr. Kremer. I assume we would be responsible, sir. 

Mr. McDonoven. That is part of your insurance policy, is it not? 

Mr. Kremer. Yes, it would be. 

Mr. McDonovucu. Who watched these tests as they were performed ¢ 

Mr. Kremer. They are watched by the chemist in charge of the re- 
search work and also by the beautician who is doing the work. 

Mr. McDonoven. No doctor or dermatologist ? 

Mr. Kremer. No doctor at this time. When the experimental work 
was concluded after 3 years. the final product was submitted to an 
independent resezrch laboratory for patch testing. 

Mr. McDonoven. You still don’t talk loud enough, Mr. Kremer. 

Mr. Kremer. I am sorry. After the product development was con- 
cluded at the end of 3 years, the finished product was submitted to an 
independent testing labortary for patch testing on human beings. 
When these tests were concluded, the product was marketed. 

Mr. Kietnrevp. This independent laboratory, what facilities does it 
have for doing this testing? 

Mr. Kremer. It is a recognized testing laboratory where they have 
models come in right along. 

Mr. Kterxreip. Do they employ a dermatologist ? 

Mr. Kremer. Frankly, I couldn’t say. I know there is a doctor. 

Mr. Kiernrevp. Pardon me? 

Mr. Kremer. I know there is a doctor. 

Mr. Kiernreip. A medical doctor? 

Mr. Kremer. Yes. 

Mr. Kierretp. What is his name? 

Mr. Kremer. Dr. John Killian. 

Mr. Kiernrevp. You say, “on this particular product.” Was it a 
shampoo ? 

Mr. Kremer. Yes. 

Mr. Kuerrevp. On which you did about 3 or 4 years’ testing ? 

Mr. Kremer. We worked from its inception in February 1947, and 
the product finally sold April 1950. 

Mr. Kiernreitp. Are you saying you do that sort of testing on all 
your products before putting them on the market? 

Mr. Kremer. That is done on all new products. It might not take 
quite as long for some. It varies. 

Mr. Kiewrevp. It might take years? 

Mr. Kremer. Not necessarily. It might take a year, others might 
take more. 

Mr. Kiernrevp. Do you put out a nail undercoat ? 

Mr. Kremer. No, sir: we do not. 
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Mr. Kuiernretp. Did you ever ¢ 

Mr. Kremer. No, sir. 

Mr. Kuietvrevp. You never put out a fingernail base coat by the 
name of Fixt? 

Mr. Kremer. No, sir. 

Mr. Kiervrevp. You never sold it or made it? 

Mr. Kremer. I think there is confusion here. I am testifying for 
Roux Laboratories, Inc. They make no nail enamels at all. 

Mr. Kiernretp. What is your connection with Roux Distributing 
Co. ? 

Mr. Kremer. They are the purchaser of some of our products. 

Mr. Kiernrevp. Sir? 

Mr. Kremer. They buy cosmetic products from us. 

Mr. Kuervrevp. Is Roux Distributing Co. a subsidiary of your 
company ? 

Mr. Kremer. No; it is not. 

Mr. Kiernrecp. What is the connection, if any ? 

Mr. Kremer. Buyer and seller, and I happen to be an officer of both 
corporations. 

Mr. Kiernrexp. Officer of both corporations ? 

Mr. Kremer. Yes, lam. 

Mr. Kuerretp. Do you have a copy of our telegram to you, sir? 

Mr. Kremer. Yes, I do. 

Mr. Kiernrevo. May I see it? Do you have them all there ? 

(Mr. Kremer hands telegrams to Mr. Kleinfeld.) 

Mr. Kierrevp. Our first telegram to you, sir, was addressed to the 
Roux Distributing Co. Is that not correct ? 

Mr. Kremer. That is right. 

Mr. Kuritnrevp. Therefore can you testify on behalf of Roux Dis- 
tributing Co. ? 

Mr. Kremer. I can; yes. 

Mr. Kiervrevp. Let’s do so. What is the Roux Distributing Co.? 

Mr. Kremer. A sales company. 

Mr. Kiernrecp. What does it sell ? 

Mr. Kremer. Cosmetic products. 

Mr. Kueryrevp. What kind of cosmetic products ? 

Mr. Kremer. Primarily colorings for hair. They also sell shampoo 
products, nail enamel, and so on. 

Mr. Kieryretp. Do they manufacture these products ? 

Mr. Kremer. No; they do not. 

Mr. Kietsrecp. Where do they obtain them ? 

Mr. Kremer. The bulk of its requirements is obtained from Roux 
Laboratories, Inc. 

Mr. Kiervretp. And does the Roux Distributing Co. rely in all cases 
on the testing by Roux Laboratories, Inc. ? 

Mr. Kremer. On all the products which it buys from Roux Lab- 
oratories, Inc. 

Mr. Kuiernretp. Where did the Roux Distributing Co. obtain the 
fingernail base coat called Fixt? 

Mr. Kremer. That was purchased from the Durlin Corp. 

Mr. Kuernrexp. I can’t hear the name. 

Mr. Kremer. Durlin. 
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Mr. Kuernreitp. Do you know what tests were performed on that 
product before it was put on the market / 


— 


Mr. Kremer. Yes, | do. 
: Mr. KuernFetp. What tests were performed and by whom ? 
: Mr. Kremer. Use tests were performed by our testing center for a 


period of about 3 months on the nails of many individuals before it 
was sold. 

Mr. Kueinrecp. How many individuals? 

Mr. Kremer. It is quite some time back. I would judge possibly a 
hundred. 
: Mr. Kuernrevp. For what period of time? 

Mr. Kremer. I would say over a period of 3 months. 

Mr. Kuernrevp. I thought you said that most of your products or all 
of your products were tested about a year, 2 years, 3 years, 4 years. 

Mr. Kremer. That is the products we manufacture. This is a prod- 
uct which was purchased in finished form by Roux Distributing Co. 

Mr. Kuxwrevp. Did you ask the company from which you had 
purchased the product what tests it had made ¢ 

Mr. Kremer. We had the customary guarantee from the manu- 
facturer. 

Mr. Kueryreto. What did the guarantee say ? 

Mr. Kremer. It isa standard hold-harmless guarantee and complies 
with the Food, Drugs, and Cosmetics Act. 

Mr. Kuetnretp. That doesn’t necessarily mean they performed ade- 
quate testing, does it 

Mr. Kremer. I suppose it doesn’t. 

Mr. Kuernreip, You say you suppose it doesn’t ¢ 
: Mr. Kremer. I suppose it doesn’t. 

Mr. Kierrevp. Did you ever recall from the market your finger- 
nail base coat. 

Mr. Kremer. Frankly, I don’t recall. 

Mr. Kuernrevp. Beg pardon? 

Mr. Kremer. | do not recall. I know the material was destroyed 
on our premises by the manufacturer. 

Mr. Kiernretp. Do you know why? 
‘ Mr. Kremer. No; I don’t. 
The Cuarrman. If you distributed this, don’t you know whether or 
4 not you recalled it? 
Mr. Kremer. Frankly, I don’t recall, sir. I do recall this: After a 
certain period of time—we are a very small vender of this type of 
products. I don’t think our total purchases of this particular product 
amounted to $200 in the course of time we sold it. It wasa Fnished 
product. I know this: We had no complaints on it at the time the 
manufacturer came to see us and said they wanted to take it off the 
market, and they came into our place and took the material and de- 
stroyed it and paid us for it. 

The CHarman. You didn’t do the same with your buyers, did you? 

Mr. Kremer. No; I did not as far as I know. 

The CuHamman. All right. 

Mr. Kuermrecp. Do you submit any of your products to the Com- 
mittee on Cosmetics of the American Medical Association ? 

Mr. Kremer. No, sir; we do not. 





| hriet 


ce) degre on 





PMA ta AIL Aa ee 





1186 CHEMICALS IN FOODS AND COSMETICS 


Mr. Kuervrewp. Is the list of your products which you gave us in 
your second telegram of December 28, a complete list of all the 
products which you make ? 

Mr. Kremer. I believe it is. 

Mr. Kuernrecp. Are the ingredients which you specify in that tele- 
gram a complete list of all the ingredients contained in all your 
products? 

Mr. Kremer. These are the major ingredients which we use. 

Mr. Kiernrecp. We asked you to submit a list of all your ingredi- 
ents, didn’t we, sir? 

Mr. Kremer. | believe you did. 

Mr. Kuernrevp. Is there any reason why you wouldn’t give us a 
statement of all the ingredients ¢ 

Mr. Kremer. Except it so happened when this original wire was 
received I was not in New York. I was in Minnesota. Apparently 
you folks were in a hurry by wiring, so when I came back I gave as 
comprehensive a list as possible of the substantial materials which we 
use. 

Mr. Kiernrevp. Since then have you had an opportunity to give us a 
complete list ? 

Mr. Kremer. It would probably run into hundreds of chemicals. 

Mr. Kuernrevp. That is right. 

Mr. Kremer. It probably would. 

Mr. Kietnrevtp. Do any of your products contain paraphenylene- 
diamine ¢ 

Mr. Kremur. Yes, they do. 

Mr. Kierrevp. Did you mention that m your telegram to us? 

Mr. Kremer. Yes. 

Mr. Kuernrecp. Did you? 

Mr. Kremer. Yes. 

Mr. Kietnrevp. You may use some other term. What term do you 
employ ¢ 

Mr. Kremer. Aromatic amine. 

Mr. Kiernrevp. Is that the same thing? 

Mr. Kremer. Yes. 

Mr. Kuetnrevp. In what product do you employ that ? 

Mr. Kremer. In many of our hair dyes. 

Mr. Kiernrecp. When you say aromatic amine, isn’t that a general 
class of product, a generic term? 

Mr. Kremer. An oxidation type of dyestuff, aniline dye. 

Mr. Kieryretp. How many dyes or colors are included m that term? 

Mr. Kremer. It probably includes thousands. 

Mr. Kueryrecp. How many do you use? 

Mr. Kremer. Principally paraphenylenediamine. 

Mr. Kuerrevp. In connection with your hair dyes, hair bleaches, 
hair lacquers, hair rinses, hair crayons, hair dressing, and hair sham- 
poo, which are all employed, of course, on the hair, do you in your 
long testing determine whether or not any damage would be done to 
the eye by reason of the use of these products? 

Mr. Kremer. Most of these products, particularly the hair dyes, 
which are the bulk of our business, all carry a caution notice to the 
effect that it should not be used in around the eyes; to do so may cause 
blindness. That is required by law—they should not be used around 


the eye. 
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Mr. Kixeinreitp. How about your hair shampoo—does that contain 
such a warning / 

Mr. Kremer. No, sir; it does not. 

Mr. Kueinreip. Pardon me? 

Mr. Kremer. It does not. 

Mr. Kuiernrevp. Before you put out your hair shampoo and we 
you conducted these long and thorough tests you have discussed, «did 
any of your employees try to ascertain whether or not it might cause 
any damage to the eye of a person ° 

Mr. Kremer. I did. 

Mr. Kieinrevp. You didn’t use animals, did you ? 

Mr. Kremer. I did myself. 

Mr. Kuieinrecp. What kind of tests? 

Mr. Kremer. I did. 

‘ Mr. Kiernrevp. You used it yourself? 
3 Mr. Kremer. That is right. I used it on myself and put it in the 
: eye in the normal course of use. I used it repeatedly, regularly. 

Mr. Kieinrecp. Are you a physician or technically qualified / 

Mr. Kremer. No, sir. 

Mr. Kuersreip. You didn’t have any physician or dermatologist 
check that ¢ 

Mr. Kremer. The use in the eye—no, sir. 

Mr. Kierrevp. Did you use it in the eye of any animal or other 
person besides yourself ? 

Mr. Kremer. No, sir. 

Mr. Kixrnrevp. You conclude your statement by saying it is your 
opinion that present laws are adequate if reasonably and properls 
enforced by competent administration. Please go into some detail 
on that. What do you mean by that? 

Mr. Kremer. Well, the reason for that opinion is that based on 
our experience over a period of 19 years, I see no real need for further 
legislation. I think the legislation which now covers our particular 
segment of the industry, that is, section 601 of the Federal Food, 
Drug, and Cosmetic Act is adequate and provides complete protection 
for the user if carefully and properly used. 

Mr. Kiervrevp. Are you familiar with the fact that in the last 
few months, within the last 6 months, I think, some shampoos were 
put on the market which, because they got into the eyes of some of the 
people using them, caused rather serious eye injury ¢ 

Mr. Kremer. I had heard about it. 

Mr. Kierrecp. How would reasonable and proper enforcement 
by competent administration have prevented those injuries? 

Mr. Kremer. Well, they have the power of seizure. 

i Mr. Kizrreip. Does that help the injury to the eye? 
« Mr. Kremer. No. The products can be taken off the market. 
‘ Mr. Kierrevp. After the injury has resulted; is that correct 
Mr. Kremer. I don’t know if that injury really resulted or not. 
I have no knowledge of it. It is purely hearsay as far as I am con- 
cerned. 

Mr. Kureinrevp. Let’s assume for the sake of argument that some 
shampoos were placed on the market, that ingredients were used and 
q were not tested before being placed on the market. Let’s assume for 

the sake of argument that all the manufacturer had to do was to take 
a few drops of the shampoo and put them in the eyes of a rabbit, in 
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which case he or some competent person could have determined that 
injury was being caused in consequence. Let’s assume that the manu- 
facturers of those products did not perform even that simple test and 
put the product on the market as a shampoo, and that the shampoo 
got in a number of persons’ eyes and caused fairly serious eye dam- 
age. Now, assuming those facts to be correct, how would reasonable 
and proper enforcement by competent administration have prevented 
those injuries ¢ 

Mr. Kremer. Frankly, if you are asking my opinion, I am not 
qualified. 

Mr. Kuernreip. You did make the statement that present laws are 


adequate. 

Mr. Kremer. As far as our firm is concerned, I think they are quite 
adequate. 

Mr. Kiernrevp. Let’s talk about other firms. 

Mr. Kremer. Pardon? 

Mr. Kiernrevp. Let’s talk about other firms. 

Mr. Kremer. I have no knowledge of other firms. You made men 
tion of using this material in the eyes of rabbits. I don’t know of a 
certainty that would have precluded these alleged injuries. Do you/ 

Mr. Kuernrevp. Yes; we have—— 

Mr. Kremer. I don’t—pardon me. 

Mr. Kuietnrevp. We have been told by competent authority the in- 
jury would have promptly showed up in a rabbit's eye. 

If that is correct, again I ask you, using the words you used in your 
statement, how would reasonable and proper enforcement by com- 
petent administration have prevented those injuries? 

Mr. Kremer. I am going to go back to your rabbit tests. I know 
of my own experience that rabbit tests are extremely inconclusive. 

Mr. Kiernrevp. Well, do you think the manufacturer, then, should 
put it in his own eyes? 

Mr. Kremer, If it is good enough for the public, it is good enough 
for me, and why use them ? 

Mr. Kuernrecp. You put it in your own eyes? 

Mr. Kremer. That is right. 

Mr. Kiernrecp. Suppose you had seen damage to the eye. Would 
you have put it on the market ? 

Mr. Kremer. Certainly not. 

Mr. Kiernretp. Would you consider yourself negligent if you put 
it on the market without putting it in your eye? 

Mr. Kremer. In that Sasticular product, yes. 

Mr. Kuiernrecp. How would reasonable and proper enforcement 
by competent administration force you to put that product in your 
eye before you put it on the market ? 

Mr. Kremer. Well, I don’t think they could have forced me to do 
it. The good name of the company would force me to do that, and 
reputation. Any manufacturer that is reputable—— 

Mr. Kuernrevp. The law wouldn’t require you to do that, would it? 

Mr. Kremer. No. You say about rabbit tests. If the law required 
rabbit tests, possibly there would be no product on the market at all. 

Mr. Kuernrevp. Why is that? 

Mr. Kremer. Because I think you can cause damage in the eye 
of a normal rabbit with plain water. 
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Mr. Kuerxrecp. Well, you apparently differ from all the derma- 
tologists that have testified before this committee. Do you think you 
are qualified to? 

Mr. Kremer. I have my own experience on it, sir. 

Mr. Kuxrnrevp. You do take some precautions, don’t you / 

Mr. Kremer. I surely do. But we are getting back to the rabbit. 
I differ distinctly from my own experience on ri abbits. 

Mr. Kurrrevp. Let’s take some other animal you prefer—guinea 
pigs ¢ 

Mr. Kremer. No. 

Mr. Kuernrecp. What animal would you use ¢ 

Mr. Kremer. If it is going to contact the eye of a human, I think 
it should in small doses be used in the eye of a human. 

Mr. Kierrecp. Used in the eye of a human ¢ 

Mr. Kremer. Oh, yes. 

Mr. Kiernrecp. Before making any other preliminary tests / 

Mr. Kremer. I don’t say that. You must search your literature, 
must make all normal tests and precautions would be taken, then it 
can be used, and you can certainly determine if it is safe by using it 
in dilute quantities in the eyes of a human. 

Mr. Kiernrexp. In discussing a product such as you put out which 
is used in and around the orbital area—the eyes, eye lashes, and hair 
is it not a fact that careful tests of some sort must be made to see to it 
in advance that injuries to consumers’ eyes won’t result 

Mr. Kremer. Which product do you have reference to? 

Mr. Kiervreip. The products you make—shampoos, hair dyes. 

Mr. Kremer. Hair dyes are not used around the eyes. 

Mr. KiLeinreLp. Shampoos. 

Mr. Kremer. They might possibly make contact with the eyes. 

Mr. Kuerxrenp. Then you want to make tests on the eyes, don’t 
you! 

Mr. Kremer. I would say so; yes. 

Mr. Kietnretp. Before the product is put out ¢ 

Mr. Kremer. That is right. 

Mr. Kiervrecp. Well, the present law doesn’t require that any such 
tests be submitted to the Food and Drug Administration or anybody 
else. Is that not correct? 

Mr. Kremer. That is correct. 

Mr. Kierrevp. Then how could more vigorous enforcement have 
prevented these difficulties ¢ 

Mr. Kremer. Well, I think that those products—I know very little 
about it, and this is purely an opinion of mine. 

Mr. Kietnrexp. If you know very little about it, why do you say 
present laws are adequate ? , 

Mr. Kremer. I am speaking solely for our firm. It is no concern 
of ours for anyone else in the industry. This is our business I am 
speaking about now. 

Mr. McDonovenu. Will counsel yield there? 

Mr. Kieryrexp. Yes, sir. 

Mr. McDonoven. Mr. Kremer, of course, the committee is interested 
in the protection of the public generally. And as much as you may 
feel confident that your product is not detrimental to the human system 
in any way and you use all precautions you know of to protect them 
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against it, we want your opinion as a manufacturer of cosmetics as 
to whether the law is adequate to protect the public in general against 
all cosmetic manufacturers. And now, in view of that, do you think 
your last statement is comprehensive enough ¢ 

We are not concerned particularly about your firm, except from 
the bad experience you had. But what do you think of the cosmetic 
industry as a whole, large and small, people that have laboratories, 
people that do not have laboratories, people that make the stuff in 
bathtubs and sell it in small distributing centers? You know what I 
mean—this business is a big and smal] business, is it not ? 

Mr. Kremer. Yes. 

Mr. McDonoven. There are all kinds of people in it. What is your 
opinion of that ¢ 

Mr. Kremer. Well, the conversation here has been about a law 
similar to the drug law, and I don’t know too much about it. But I 
don’t think the drug law has eliminated injuries from drugs. I don’t 
think you can legislate against injuries. You can’t legislate—— 

Mr. McDonoven. You can’t legislate against automobile accidents, 
either. 

Mr. Kremer. That is right. 

Mr. McDonoven. You may give an automobile to a man and he 
drives 100 miles an hour and kills somebody. But there are pre- 
cautions taken against that. Do you think there is enough precaution 
in the present Cosmetic Act to protect the public against deleterious 
effects ¢ 

Mr. Kremer. I think the record of the industry speaks for itself, 
and I think it is a very good record. The incidents I have picked up 
here are a few. Actually I don’t know the date of Koremlu. There 
has been conversation about that since the time I went into this in- 
dustry about 25 years ago. I remember something about Koremlu. 

So in order to justify additional legislation they are going pretty 
far back, because that was either before the present law was enacted 
or at about that time. 

So in that time, as an argument for additional legislation, we have 
some lacquer pads, which were caused by a scarcity of shellac during 
the last war; we have base coats, which apparently caused injury to 
certain individuals’ fingernails; we have Koremlu, which goes way 
back; and then there is a shampoo now. So, over a period of 13 years, 
we have four products, with all these, as you say, bathtub manufac- 
turers and reputable manufacturers, and there were four instances 
over many billions of applications of products, and that is used as an 
indictment of the industry as a whole. 

The CHarrman. The industry hasn't been indicted. As a matter 
of fact, some of you people have insisted this committee include cos- 
metics in this investigation. It was never intended in the first in- 
stance, but members of your industry and one of the men who testified 
here yesterday came to Washington and went to the various offices of 
the members of this committee and insisted that they include cos- 
metics in this investigation. There is no indictment here. 

Mr. Kremer. Perhaps my choice of language was ill chosen. But 
there are four cases that are being used now against the industry as a 
whole. I personally feel that the industry has an excellent record. 

The Cuamman. Do you feel that this committee is using four cases 
against the industry? 
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Mr. Kremer. Again my 

The Cuarrman. We are using them against no one. 

Mr. Kremer. Again my choice of language was unfortunate here. 
I didn’t mean that. 

Mr. McDonoveu. There is a statement here in paragraph 5 of your 
statement in which you say: 

The bulk of our business is the manufacture of hair colorings which require 
a patch test before every application by each user. Therefore, if any harm could 
come to the user, timely, certain and adequate warning is given to the user and 
complete safety is provided. This element of protection of the public was in- 
corporated in the law after long and careful consideration by the Congress. 

What law are you referring to / 

Mr. Kremer. The Food, Drug, and Cosmetics Act. 

Mr. McDonoveu. For patch testing? 

Mr. Kremer. There was special consideration at that time given 
to hair colorings, a lot of scientific evidence submitted. There were 
arguments pro and con, and hair colorings of the type which we manu- 
facture were considered especially and dealt with especially. They 
require a caution notice on the package, they require a caution notice 
on the bottle, and they require adequate instructions in the directions 
for this patch-testing before every application. 

Mr. McDonoven. That was authority that the Food and Drug 
Administration had. I don’t recall any recent act of Congress that 
covers it, 

Mr. Kremer. That was incorporated in the law, as I understand it. 

Mr. McDonover. You mean that applies to hair coloring alone? 

Mr. Kremer. That is right. 

Mr. Kuernretp. Then your product under the present law contains 
dyes which may cause blindness; is that right? 

Mr. Kremer. No. That is what we are required to put on the label. 
I know of no such instance. 

Mr. Kuerretp. Why are you required to put it on the label / 

Mr. Kremer. Required by law. 

Mr. Kternreip. Do you know why the law requires that ? 

Mr. Kremer. Yes. There was a good deal of agitation a good many 
years ago caused by some of these products being used to dye eye 
lashes and eye brows. There were some injuries on it because the 
orbital area is more sensitive than the skin of the scalp and it is hard 
to patech-test around the eyes. And there were some injuries due to 
allergy in that area. 

Mr. Kiernretp. Blindness was caused by some of those products, 
was it not? 

Mr. Kremer. I have no knowledge of that. 

Mr. Kuiernretp. Well, it was reported in the hearings of Congress 
when this law was passed that a woman had been blinded by various 
dyes and various hair preparations, 

Mr. Kremer. I will take your word for it. I have no knowledge. 

Mr. Kuernretp. Your product does contain a caution statement 
that its use may cause blindness? 

Mr. Kremer. That is right. 

Mr. Kiernreip. Were you here when Dr. Pillsbury testified yester- 
day? 

Mr. Kremer. I was here during part of it. 
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Mr. Kiernrevp. Did you hear him say he favors additional legis- 
lation because certain types of cosmetics have unquestionably pro- 
duced moderate to severe damage to the human body in the past, and 
because a very large number of chemical compounds having potential 
uses in cosmetics have become available during the past 10 years, and 
because under present regulations it is entirely possible for a manu- 
facturer to introduce a new cosmetic to the public with almost com- 
plete disregard of the safety of the compound ¢ 

Mr. Kremer. I believe I heard that. 

Mr. Kiernrevp. You disagree with it, then; is that right? 

Mr. Kremer. No; I am inclined to go along with his theory. How- 
ever, new chemicals are in everything we eat, wear, touch. We also 
have those same new chemicals in those things. 

I believe Dr. Pillsbury made some statement about paraphenylene- 
diamine yesterday. On that basis you should have legislation for 
clothes, fur, feathers, rubber, leather, everything containing a similar 
material. 

Mr. Kiernrevp. You don’t think the fact that cosmetics are applied 
directly to the body is an important thing, more important than the 
wearing of fur? 

Mr. Kremer. I think you will find incidence of injury is at least 
as great and perhaps greater in these things you are referring to, in 
clothes, rubber, feathers. 

Mr. Kiernrevp. Are you qualified to make that statement? What 
business are you in besides cosmetics? 

Mr. Kremer. That is the only business I am in. 

Mr. Kuiernrep. Let’s talk about cosmetics. 

Mr. Kremer. I will refer you to—— 

Mr. Keitnretp. From what you say, do you mean we should not 
take any precautions, or try to do the best we can ? 

Mr. Kremer. I am in favor of doing the very best we can, I would 
like to explain my position. I don’t care as far as we are concerned. 
We do the testing; we do everything possible to produce a safe and 
proper product for the public, to safeguard their health and to safe- 
guard our reputation. 

Mr. Anernetuy. Mr. Chairman, I think the witness’ position is 
clear. He said he didn’t think we needed legislation. We may dis- 
agree with him. Let’s move on to something else. 

Mr. Kuernrevp. That is all I have 

The Cuarrmman. Any questions? 

Mr. Horan. No questions. 

Mr. Jones. No questions. 

The Cuarrman, That is all, sir. 

We will adjourn until 2 o’clock. 

(Whereupon, at 12:40 p. m., a recess was taken until 2 p. m. of the 
same day.) 


AFTERNOON SESSION 


The Cuarman. The committee will be in order, 
Proceed, Mr. Kleinfeld. 

Mr. Kuernrevp. Dr. Rakoff. 

The CuarrmMan. Your name and address first, Doctor. 
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Dr. Raxorr. Abraham E. Rakoff, 269 South Nineteenth Street, 
Philadelphia, Pa. 

(The oath was administered by the chairman.) 

The Cuarmman. Mr. Kleinfeld, 


TESTIMONY OF ABRAHAM E. RAKOFF, M. D., PHILADELPHIA, PA. 


Mr. Kuernrecp. Dr. Rakoff, where did you obtain your medical 
degree ¢ 

Dr. Raxorr. Jefferson Medical College, Philadelphia. 

Mr. Kuerrecp. What year? 

Dr. Raxorr. In 1937. 

Mr. Kuxtnrevp. And what is your specialized field ¢ 

Dr. Rakorr, Endocrinology. 

Mr. Kiz21nrazip. How long have you been specializing in that field ? 

Dr. Raxorr. Twelve years. 

Mr, Kuieinreitp. Where are you located, sir? 

Dr. Rakorr. In Philadelphia, at the Jefferson Medical College, and 
| have my office at 269 South Nineteenth Street. 

Mr. Kvieinrevp. What is your association with the Jefferson Medical 
College ¢ 

Dr. Raxorr. Clinical professor of obstetric and gynecologic endo- 
crinology. 

Mr. Kuizrnrevp. And you also conduct a practice in that field? 

Dr. Raxorr. I do. 

Mr. Kuietnretp. Will you please read your statement ? 

Dr. Raxorr. It is my opinion that cosmetics containing estrogenic 
hormones may produce undesirable effects under certain circumstances 
and should not be made available to the public except on prescription 
by the physician for the following reasons: 

It is well-established that estrogens are absorbed through the skin 
and when given by this route can produce estrogenic effects on various 
tissues of the body. Estrogenic effects can result from the long-con- 
tinued use of even small amounts of administered hormone. There are 
many circumstances in which the administration of exogenous estro- 
gens is contraindicated. Long-continued administration with small 
amounts of estrogens may produce endometrial hyperplasia and uter- 
ine bleeding in postmenopausal women. The postmenopausal period 
in women is characterized by the gradual diminution in ovarian func- 
tion and the withdrawal of estrogens. This results in regression of 
stimulation of many epithelial structures including the lining of the 
uterus, cervix, vagina, and the glandular tissue of the breast. The 
reactivation of these tissues may be accomplished by the administra- 
tion of even small amounts of estrogens given over a long period of 
time. Under certain circumstances undesirable effects may result 
from such reactivation, particularly the induction of uterine bleeding. 
If uterine bleeding occurs, examination and sometimes operation, 
namely curettage of the uterus is necessary to determine the cause of 
the bleeding. 

In patients who have fibroid tumors of the uterus, estrogens may 
stimnilal their more rapid growth. It is generally agreed that 
estrogens are contraindicated in women with endometrial and cer- 
vical carcinoma. Estrogens even in the smallest dosage are contra- 
indicated in many types of breast conditions, including some cases 
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of fibrocystic disease of the breast, benign tumors of the breast, and 
carcinoma. 

The Cuarman. Mr. Kleinfeld. 

Mr. Kurrxrevp. As I gather from your statement, Doctor, from 
the viewpoint of an endocrinologist, it is your opinion that a serious 

roblem is raised by the use of estrogenic hormones in cosmetics; 
is that correct ? 

Dr. Raxorr. That is correct. 

Mr. Kiernrevp. And that possible danger exists because of what 
may happen to certain women in certain conditions; is that correct ? 

Dr. Rakxorr. That is correct. 

Mr. Kuetnreitp. Now, as I understand it from reading the litera- 
ture and various advertising material put out by many manufacturers, 
it appears that estrogenic hormones are used in many different types 
of cosmetics now—for example, creams, oils, lotions, shampoos, and 
hair preparations—and they are recommended for use on various por- 
tions of the body: The face, the neck, the throat, hands, arms, scalp, 
and hair. 

Now if many preparations contain estrogenic hormones and are 
applied to comparatively large areas of the body, does that accentuate 
the problem or not ¢ 

Dr. Raxorr. It certainly does. 

Mr. Kurinrevp. In what way, sir? 

Dr. Raxorr. Well, simply because the hormone will be absorbed 
from all of these various sites increasing the total absorption, the 
larger the surface area used; and therefore, the greater the effect on 
various tissues of the body in addition to those to which they have been 
applied. 

Mr. Kurinrexvp. And is the problem accentuated if the products are 
used during most of the hours of the day and night and for extended 
periods of time, for example, several months, or 6 months, or a year? 

Dr. Raxorr. I think that the factor of time is perhaps the most im- 
portant single factor, because in the use of these hormones the long 
continued administration has a cumulative effect which is more un- 
desirable than brief even though more intensive effects. 

Mr. Kiernretp. Now, I have an issue of the Western Journal of 
Surgery, Obstetrics and Gynecology, Volume 56, No. 9, September 
1948. There was an article in there entitled “The Association of 
Estrogenic Administration and Adenocarcinoma. of the Endome- 
trium,” by E. Malcolm Stokes, M. D., and here is what he says in part, 
and I quote: 

Undoubtedly, single large doses of estrogenic substances are quickly excreted 
and are unimportant in regard to carcinogenic activity. On the other hand, long 
continued, repeated administration of relatively small doses may intensify 
tissue response to the hormone. This is believed to be an important but in- 
frequently emphasized phenomena. 

Is that in general accord with the statement you just made? 

Dr. Raxorr. Yes. 

Mr. Kiernrevp. That is your position also? 

Dr. Raxorr. Yes. 

Mr. Kuernrevp. As I understand it, the ordinary cosmetic prepa- 
ration containing hormones contains 20,000 international units for 
30-day application, that is, for a 30-day supply. 

Dr. Raxorr. What was that dosage—10,000? 
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Mr. Kuecrevp. I think the ordinary jar contains for a 30-day 
usage, for a month’s supply, I believe, 20,000 international units of 
hormones. It is 2 ounces, 10,000 per ounce. 

Dr. Raxorr. Yes; that is right. 

Mr. Kuixrnrevp. Have you any idea what the rate of absorption 
might be? 

Dr. Raxorr. It is my clinical impression that the rate of absorp 
tion would fall somewhere between 20 and 50 percent... 

Mr. Kuernrevp. So that fairly considerable amounts would be 
absorbed into the body ? 

Dr. Raxorr. Yes; the rate of absorption, of course, would vary a 
great deal with the base used. It might be absorbed in larger amounts 
from some preparations than from others. 

Mr. Kuernrevp. And if the cosmetic were rubbed vigorously into 
the skin, would that increase the rate of absorption / | 

Dr. Raxorr. Yes, it would; and as a matter of fact, that type of 
administration has long been used therapeutically by physicians be- 
cause it has been found to be more effective in introducing some estro- 
genic hormones into the body than even their administration by mouth. 

Mr. McDonoven. Mr. Chairman, will Mr. Kleinfeld yield? 

Mr. Kuxrnretp. Yes. 

Mr. McDonoven. Do you believe, Doctor, that legislation is neces- 
sary to draw a line between the use of estrogenic hormones for cos- 
metic purposes and for therapeutic purposes ¢ 

Dr. Raxorr. I do, sir. I believe that estrongenic hormones should 
never be used or sold for cosmetic purposes without prescription. 

Mr. McDonoveu. In any quantity? 

Dr. Raxorr. In any quantity. 

Mr. McDonoveu. And with any type of base? 

Dr. Raxorr. With any type of base or in any quantity. 

Mr. McDonovau. In other words, estrogenic hormones in cosmetics 
is actually application for therapeutic value, but it is used for beauti- 
fication. That is the way it is being used now—for beautification 
purposes ¢ 

Dr. Raxorr. I believe that the use of estrogenic hormones should 
be prohibited without the use of prescription, because otherwise it is 
a dangerous mode of therapy. 

Mr. McDonoveu. I see your statement confines itself to women in 
the postmenstrual period. What effect would it have on women who 
are not in that period ¢ 

Dr. Raxorr. Only the second paragraph concerns postmenopausal 
women. The following paragraph, namely, that relating to fibroid 
tumors, would refer to younger women during the reproductive years, 
and so would the statements concerning diseases of the breast refer 
to women of any age. 

Mr. McDonoven. But do you think it is more dangerous to those 
in the post period than in the previous period ¢ 

Dr. Raxorr. I think it is more likely to give rise to more frequent 
side-effects in the postmenopausal period. 

Mr. McDonoven. That category of women is more inclined to use 
these cosmetics than in the previous period ¢ 

Dr. Rakxorr. That is my impression. 

Mr. McDonoven. Would you explain and put in layman’s language 
what you mean by endometrial hyperplasia ¢ 
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Dr. Raxorr. The endometrium is the lining of the uterus from 
which menstruation occurs. During the reproductive years that 
lining is built up each month and then breaks down and menstrua- 
tion occurs. After the menopause, when the ovary stops working to 
a considerable degree, that lining becomes very thin, and therefore 
there is no menstruation. However, if one supplies the hormone that 
the ovary makes, namely, estrogens, then that lining will begin to 
build up again, and when it reaches a certain degree of development 
it will break down and bleeding will occur. 

Mr. McDonoveu. Well, then, in other words, you think that in some 
instances where hormones aren’t sufficient in young women, that the 
application of hormones is a good thing therapeutically ¢ 

Dr. Raxorr. Yes. 

Mr. McDonoven. And that after a woman passes the period of 
reproduction, in the postmenstrual period, then the application of hor- 
mones is detrimental unless administered by a physician ¢ 

Dr. Raxorr. Yes, it could be. 

Mr. McDonoven. Does the human system have a tendency to pro- 
duce its own hormones to supply that need ¢ 

Dr. Raxorr. It does. During the reproductive years, it produces 
goodly amounts; after the menopause, the amount decreases markedly. 

Mr. McDonoven. In other words, it can produce a surplus and do 
no harm to the human being ¢ 

Dr. Rakxorr. It can produce a surplus which may result in harm to 
a person even under normal circumstances. 

Mr. McDonoven. You mean the system itself can produce a surplus 
and do some harm ? 

Dr. Raxorr. Yes. 

Mr. McDonoven. And if that is supplemented by the application of 
a cream containing them, or an oil, that could do added harm ? 

Dr. Rakorr. Yes; that would aggravate the situation. 

Mr. McDonovucnu. Then do I sctiratsion’ from your statement also 
that in the postmenstrual period the tendency is to throw off the hor- 
mones, that is the system without any stimulant at all from the outside 
naturally throws off the hormones ? 

Dr. Raxorr. It makes less. 

Mr. McDonoven. It makes less? 

Dr. Rakorr. Yes. 

Mr. McDonoven. And it needs less ¢ 

Dr. Raxorr. And it needs less. 

Mr. McDonoven. That is all. 

The Cuarrman. Mr. Kleinfeld. 

Mr. Kiernrevp. No further questions. 

The Cuarrman. Mr. Jones? 

Mr. Jones. I am not saying this critically, but I note that you are 
expressing the opinion that these cosmetics should not be made avail- 
tls to the public except on prescription by the physician, and give 
your reasons, 

Do you agree that in the past most physicians have recommended 
that many drugs such as aspirin, which are commonly sold and in 
general use, that the recommendations were made by physicians that 
they should be sold only upon a prescription and aE as directed by 
physicians? Was that a fact? 

Dr. Raxorr. I believe that is so. 
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Mr. Jones. I don’t intend to leave the impression that I am criti- 
cizing the medical profession for trying to preserve its position and 
dignity and everything that goes with it. But the thing I am inter- 
ested in is to convince myself that this opinion of yours and other 
doctors—and I think you all agree the same way—whether you could 
be prejudiced in that view because of your profession. 

Dr. Raxorr. I do not believe that that is so. In my opinion hor 
mones are more dangerous than most medications, particularly if used 
without proper knowledge by the public. There are many conditions 
in which even the physician would not give estrogens, based on his 
physical examination. 

For instance, if you examined a patient and found that she had a 
fibroid tumor of the uterus, I am sure that every doctor would say 
that estrogens are absolutely contraindicated under those circum- 
stances in any amount. 

A patient who goes to the store and buys estrogenic creams may not 
know whether she does or does not have a fibroid tumor. She applies 
this substance, and she may aggravate her fibroid tumor; whereas, if 
she went to a physician and if he deemed it wise for her to use 
estrogen, it is generally agreed that he should not prescribe estrogens 
until he has done an adequate pelvic examination. That is the basis 
on which he would say that estrogens are or are not contraindicated. 

Mr. Jones. Let’s pursue it a little further. Is there a likelihood that 
a fatality might result from the use of an estrogenic cream / 

Dr. Raxorr. It is conceivable. 

Mr. Jones. Well, is the likelihood greater that a fatality might 
result from that than from the use of, say, a bromide or an aspirin 
or a combination of drugs taken by someone with a heart condition, 
a drug that they can buy at any drug counter without a prescription ‘ 

Dr. Raxorr. Probably not. However, I think that the untoward 
effects would be many, many times higher than from the use of aspirin 
or other such medicaments, but not necessarily a fatality. I think, for 
instance, that the instances of uterine bleeding, growth of tumors, and 
operations would be greatly increased. 

Every month in our gynecologic service we see patients admitted 
to the hospital for an operation which we believe was due to the fact 
that they were obtaining estrogens over the counter without prescrip- 
tion and simply taking it on their own. 

Mr. Jones. Yet at the same time, very frequently—I won't say every 
day—but very frequently we will read in the paper where someone 
has been found dead by taking an overdose of sleeping powder that 
they bought at the drug store; is that true? 

Dr. Raxorr. Yes. I think that is unfortunate. 

Mr. Jones. I do, too. 

That is all, Mr. Chairman. 

Mr. Kuernretp. I have another question. 

The CHarrman, All right. 

Mr. Kierretp. Dr. Rakoff, do you know whether you can get 
sleeping pills without a prescription ¢ 
Dr. Raxorr. I know that many patients do. 

Mr. Kiervrevp. Well, it is illegal, of course. 
Thank you, Doctor, very much. 
The Cuamman. The next witness. 
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Mr. Kuernrevp. Is the Maas & Waldstein Co. representative here ¢ 
Mr. Maenvs. Yes. 

The CaHarmman. Your name and address? 

Mr. Maenvs. Robert Magnus, 438 Riverside Avenue, Newark, N. J. 
(The oath was administered by the chairman.) 

The Cuatrman. Proceed. 


TESTIMONY OF ROBERT MAGNUS, TREASURER AND FACTORY 
MANAGER, MAAS & WALDSTEIN, NEWARK, N. J. 


Mr. Kurinrecp. What is your position with the Maas & Wald- 
stein Co.? 

Mr. Maenvs. Treasurer and factory manager. 

Mr. Kieryrevp. And what does the Maas & Waldstein Co. manu- 
facture ¢ 

Mr. Magnus. Manufactures clear and colored nail lacquers, and 
also other materials for finishing industry. 

Mr. Kuerxrecp. To whom do you sell ¢ 

Mr. Maenvs. To distributors 

Mr. Kuierxreip. I mean what classes of people do you sell to 

Mr. Maenvs. To distributors of nail lacquers, manufacturers of in- 
dustrial equipment. 

Mr. Kuiernrevp. Please read your statement. 

Mr. Maenvs. The statement that we submitted ¢ 

The CHamman. One second. We are interested in chemicals in 
cosmetics here. Did you say industrial machines ¢ 

Mr. Maenvs. The statement which was submitted to the committee 
at their request refers to what we supply to the cosmetic industry. 

The Cuatreman. All right, continue. 

Mr. Maenvus. Regarding materials referred to in this statement, I 
would like to request the committee to file it confidentially. as we feel 
it is our stock in trade. 

The Cuarrman. All right, you don’t have to mention them. 

Mr. McDonoven. If it is part of the record, it is not confidential. 

Mr. Maenvs. And not to be published, if possible. 

The Cuamman. We will reserve opinion on that. We will try to 
protect you as long as the request is in. 

Mr. Kueinrevp. | understand, unfortunately, the statements have 
been put on the press table. I suggest then, if the chairman wants to, 
we can recall it. 

The Caamman. You think it might injure you‘ 

Mr. Maenvs. Definitely. 

The Crarmman. It is not our intention to injure anyone. If those 
papers are available, we will pick them up. 

Mr. Kurixreip. May I suggest we do not put it in the record f 

The Cuamman. All right. 

Mr. McDoxoven. Before the witness proceeds, let me understand 
the situation. You are here to inform the committee of the products 
that you manufacture, which vou sell to the cosmetic trade? 

Mr. Maenvs. That is correct, sir. 

Mr. McDonoven. I don’t see that is within the purview of the com- 
mittee. 

The Cuarmman. I think if we got together here on what this man 
has in mind—but he has a reason for making the request. 





LPL NARADA SOLE Ng SN cts lies SOTTO 9 ahs ie! 9 ate Rillape te i, 


etic a BA ATELY Sie nite 


al aw Deb 3 i 





CHEMICALS IN FOODS AND COSMETICS 1199 


Mr. McDonoven. You mean the witness requested to testify ¢ 

The Cuamman. No. Maybe one or two of these ingredients would 
be so simple that those people who buy from you would make it them- 
selves ¢ 

Mr. Maenus. Right you are, sir. 

The Cuatmrman. And would destroy your business? 

Mr. Maenus. Right, sir. 

The Cuarrman. It is not our intention to destroy anybody’s busi- 
hess. 

Mr. McDonoven. What I am getting at, I don’t think this com- 
mittee is interested in the manufacture of materials that the manu- 
facturer himself does not put in cosmetics. We are interested in the 
cosmetic people that use the stuff you produce and put it in various 
combinations and sell it to the public. 

Do you sell over the counter ¢ 

Mr. Maanus. No: we don’t. ‘ 

We went one step further in answering your inquiry by giving it 
to you completely and fundamentally, so you knew exactly what was 
in it, and you as a committee could use it for your own benefit. But 
we didn’t believe it would become public property. 

Mr. Kuernrevp. They make a completed cosmetic product. 

Mr. McDonoven. Do they sell it to the public? 

Mr. Kierrevp. No, but they make cosmetics. 

Mr. McDonoveu. I don’t think it is in the purview of the commit- 
tee, because we can go beyond him and find out where he gets the ma- 
terial that goes into his product. What I am talking about is a prod- 
uct that goes to the public over the counter and is bought promiscu- 
ously, and that is what the committee is organized and authorized 
to do. 

The Carman. Off the record. 

(Discussion off the record.) 

Mr. Kieinrevp. Does the committee want to hear him / 

The Cuatrman. Yes. 

Mr. Kiernretp. Read your statement. 

Mr. Magnus. We manufacture clear and colored nail lacquers and 
removers for sale to distributors or packagers. 

The Cuarrman. Omit the ingredients and complete the statement. 

Mr. Magnus. Chemical laboratory tests, origimally to select and 
routinely for quality control, wear tests and patch tests are conducted 
by chemists and dermatologists to determine suitability for the serv- 
ice for which the products are intended. 

There have been hundreds of millions of bottles of nail lacquers and 
removers marketed and the resultant incidence of allergenicity has 
been extremely minute. 

We consider the present regulations of the Food and Drug Adminis- 
tration as being adequate for the protection of the Nation’s health and 
safety. 

The Cuarrman. Mr. Kleinfeld. 

Mr. Kuernretp. You manufacture nail lacquers and removers; is 
that correct ? 

Mr. Maenvs. Yes, sir. 

Mr. Kiernrevp. These are finished cosmetic products / 

Mr. Maonvs. Yes, sir. 
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Mr. Kuxeinrevp. Do you make any other types of cosmetics / 

Mr. Maenus. We do not. 

Mr. Kuiernrep. I want to get the course of business in which you are 
engaged. You make a nail lacquer which is a finished nail lacquer 
product; right ? 

Mr. Maenvs. Correct. 

Mr. Kuetnrevp. Then you sell it to a cosmetic company which places 
its label on your products; is that correct ? 

Mr. Maenus. We sell it in bulk. They package and label it. 

Mr. Kuernrevp. They take your product, your product intact; is 
that correct, and 

Mr. Maenus. Yes, sir. 

Mr. Kuernrevp. And just put their label on it? 

Mr. Maenvs. I have to qualify that. We sell it in bulk. We don’t 
sell in bottles. 

Mr. Kuernrecp.. Well, you sell it in bulk, they then put it in their 
own container, and put their own label on it? 

Mr. Maenvs. That is correct. 

Mr. Kixrnrevp. That is what ordinarily is done with your product ? 

Mr. Maenvs. Correct. 

Mr. Kieryrevp. So that colored nail lacquers or clear nail lacquers 
or removers which you make may be sold by a number of cosmetic dis- 
tributors under different labels; is that right ? 

Mr. Maenvs. Yes. 

Mr. Kiervrecp. What chemical laboratory tests are performed by 
you on your products before you sell them ? 

Mr. Maenus. When we receive our raw materials—pardon me. 
You want me to start with the raw material right on through ? 

Mr. Kuernrevp. Start right from the beginning. 

Mr. Maenus. When we receiye our raw materials, we test them in 
our control laboratories. A sample is taken from the receiving room 
given a receiving slip number, and the supplier’s name of the material 
is on the receiving report; the sample goes to our laboratory for test. 
The specific specification tests for that particular raw material are 
conducted in the laboratory. If it meets all the specifications then it is 
coded and the report is sent to the receiving room and the particular 
shipment of material is then coded with our manufacturing code, and 
is ready for use in the factory. 

Mr. Kuernrevp. Continue. 

Mr. Maenvus. We manufacture the clear or colored nail lacquers, 
and a manufacturing slip is written showing the quantities of the 
colors and ingredients to be used. The manufacturing slip is given 
to a production supervisor, and he supervises the manufacturing of 
the batch. 

The ingredients, as I said, are all coded so that an employee doesn’t 
work with chemical names which might be confusing to him. 
He also works with the receiving slip number. The receiving slip 
number becomes part of the raw material stock record. So that he has 
a double check on the material that he is taking for batch com- 
pounding. 

When the material is completed it is sent to the laboratories for 
control tests to make sure that it meets the standards. 

Do you want to know the tests run at that time? 

Mr. Kuiernrevp. Yes. 
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Mr. Maenvus. The tests run are viscosity, film properties and brush- 
out, to make sure that it is up to standard. 

Mr. McDonoveu. Inflammability ¢ 

Mr. Maenvs. No. 

Mr. McDonoveu. Melting point ? 

Mr. Maenvs. Not in that instance. That is on the raw material 
side. I didn’t go into the whole story on raw materials, each indi- 
vidual product, but I can. 

Mr. McDonoven. No, no. I am just talking about the finished 
product. It is not inflammable, the final product ¢ 

Mr. Maenus. Pardon / 

Mr. McDonoven. The final product is not inflammable ! 

Mr. Maenus. Not being a technical man, I don’t want to give a 
definite answer. I think itis. 

Mr. Kierreip. Do you have your own laboratory ? 

Mr. Magnus. Yes; we have our own laboratory. 

Mr. Kiervretp. What kind of personnel do you have ? 

Mr. Maenvs. Graduate chemists. 

Mr. Kiermvrevp. How many ? 

Mr. Maenvs. About 13. 

Mr. Kiemnrevp. Who else ? 

Mr. Maenvs. And teclinicians. 

Mr. Kuernrexp. Technicians ? 

Mr. Magnus. Also technicians. 

Mr. Kierreip. Anybody else? 

Mr. Maenvs. In the laboratories ¢ 

Mr. Kiernreip. Yes. 

Mr. Maenvs. Practical color matchers that standardize on colors 
or shades, which have nothing to do with this particular phase of the 
business. 

Mr. Kietnrevtp. Before you sell your product, what is done in your 
laboratory to assure your company that your product may not cause 
any damage to consumers ? 

Mr. Maenvs. The nail lacquer is of the same type of formulae as 
were manufactured by us for many years and in controlling against 
a control standard we are sure that the product is safe because of its 
long usage. 

Mr. Kirtnretp. But before you sell it, before you have the usage, 
what do you do to assure yourself that the products do not cause any 
untoward results ? 

Mr. Maenus. Well this product has proven itself by the number 
of years it has been on the market, and if we control to the standard, 
then it is considered as being acceptable for the market. 

Mr. Kiernreip. When did you first put out a product ? 

Mr. Maenvs. You mean going back 20 years ? 

Mr. Kuerretp. Have you put out any product in the last 20 years? 

Mr. Maenvs. Well, the product that we are marketing at present 
i: a product that has been made of the same ingredients and subject 
to the same control for approximately 20 years. 

Mr. Kiernrexp. All your products? 

Mr. Maenvs. All our sesthuttn, 

Mr. Kterrep. Well 

Mr. Maenvs. There is a color shade difference. The colors we use 
are D & Ccolors. 
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Mr. Kiernretp. How many products do you make? 

Mr. Maenus. For the clear and colored nail lacquer industry, for 
the cosmetic industry—may I ask a question ¢ 

Mr. Kiernrevp. Surely. 

Mr. Maenvs. Do you want the number of colors we manufacture 
as products or are you now talking about different types of products / 

Mr. Kuerxrevp. I am talking about the different kinds of cosmetic 
products that you manufacture. 

Mr. Macnus. Well, they are all so similar that I think I can say 
clear nail lacquers, colored nail lacquers, and removers are similar in 
their nature. 

Mr. Kuiernrevp. Do the formulas change from time to time? 

Mr. Maenvs. Slightly. 

Mr. Kiernrecp. When was the last time you changed the formula / 

Mr. Maenvs. For color shades, within the last 2 months; for basic 
composition, the present colored and clear nail lacquers, I would say 
15 to 20 years. 

Mr. Kiemnrevp. This change in formulation 2 months ago, in regard 
to that—— - 

Mr. Maenvs. That change in color formula would be so slight it 
would be within the realm of the over-all picture of nail lacquer. 

Mr. Kuiernrevp. Well, who determines that? 

Mr. Maenvs. Our chemists in the laboratory. 

Mr. Kuieryreip. Do you discuss the problem with a dermatologist 
at all? 

Mr. Maenvs. Not for this line of produets because it was proven 
in the field. 

Mr. Kierrevp. Well, is it proven when you change your formula? 

Mr. Maenvs. I believe it is, because it is still within the same scope 
of formulation. 

Mr. Kurernreip. You say that chemical laboratory tests and wear 
tests and patch tests are conducted by chemists and dermatologists. 
When was the last time that one of your products was tested by a 
dermatologist ? 

Mr. Maenvus. About 6 years ago. 

Mr. Kuzrnrecp. Why did you consult a dermatologist? 

Mr. Maenvs. At that time, a new product was considered to be put 
on the market that we thought should be checked before we marketed 
it. 

Mr. KuernFevp. That was 6 years ago! 

Mr. Maenvs. Yes. 

Mr. Kiernretp. Not 20 years ago? 

Mr. Maenvs. No: that is right. 

Mr. Kiernrecp. Six years ago, what product did you put out? 

Mr. Maenvs. It must be more than 6 years ago—8 years ago. We 
put out a new base coat. 

Mr. Kierreto. Base coat. And you consulted a dermatologist ? 

Mr. Magnus. That is correct. 

Mr. Kiervreip. Before you put it out ? 

Mr. Maenvs. Yes, sir. 

Mr. Kiernrerp. What did he tell you about it? 

Mr. Maenvs. He said it was satisfactory for use. 

Mr. Kurinrevp. Is that the product which caused injury to users? 
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Mr. Maenvs. I couldn’t answer that, because when you say “the 
product” 
Mr. Kuernrevp. Let me put it this way 

Mr. Maenvs. That brings it to one product. 

Mr. Kuerrevp. Did you make a nail undercoat which you sold to a 
number of cosmetic distributors which resulted in some injuries to 
users—I am not saying it was anybody’s fault—and which ultimately 
was recalled by these distributors? Are you familiar with that epi- 
sode at all? 

Mr. Magnus. Yes; Iam. There was a product on the market that 
we sold- 

Mr. Kiernrevp. Go right ahead. It was your product that was 
involved in these recalls? 

Mr. Maenvs. Our product that was? Would you repeat your ques- 
tion, please ¢ 

Mr. Kuernreip. Have you ever made a nail undercoat ? 

Mr. Macnus. Yes; we have made a nail undercoat. 

Mr. Kuieinrecp. Was that the product you marketed about 8 vears 
ago ¢ 

Mr. Maenvs. That is correct. 

Mr. McDonoven. You had better identify this by brand name. 
What are we talking about? 

Mr. Kuiernrevp. To whom did you sell the product ¢ 

Mr. Maenus. We sold the product to Revlon. 

Mr. Kuernretp. Who else? 

Mr. Maenvs. Durlin. 

Mr. Kiernrevp. Who else ! 

Mr. Maenus. That is all. 

Mr. Kuiernrevp. Just those two? 

Mr. Maenus. Correct. 

Mr. Kietnrecp. Were products you manufactured put out under 
their trade names ? 

Mr. Maenus. I imagine they did. They were not under our trade 
names, 

Mr. Kuxinrevp. Is Durlin a subsidiary of your concern ¢ 

Mr. Magnus. No; an affiliate. 

Mr. Kuernrevp. Affiliate? 

Mr. Magnus. Yes. 

Mr. Kuernrecp. Now, does Durlin sell to others? 

Mr. Maanus. Yes. 

Mr. Kiernrevp. To other cosmetic manufacturers? 

Mr. Maenvus. I believe they do. Should I answer questions in re- 
gard to Durlin at this hearing? . 

Mr. Kiemrecp. If you know. If you don’t, say so. 

Do you know to whom Durlin sold your product ? 

Mr. Maenvs. I would prefer to give a list to the committee after 
! refer to the records, because it goes back 8 years. 

Mr. Kureinrevp. I have a paper here which lists some of the cos- 
metic distributors among whose products is included the nail under- 
coat which did damage to a number of users. 

Did you sell to the Nailast Co., in Hollywood, Calif. ¢ 

Mr. Maenus. I don’t recall the name. 

Mr. Kiernrevp. Do you know whether Durlin, your affiliate, did? 

Mr. Maenus. I don’t recall the name either way. 
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Mr. Kixe1nrevp. How about Schnefel Bros. Corp. ? 

Mr. Maenus. Yes; I believe Durlin did. 

Mr. Kuiersrevp. And Roux Distributing Co. ? 

Mr. Macnvs. Roux? 

Mr. Kuernrecp. Some Roux Co.? 

Mr. Maenus. Yes. 

Mr. Kuiernreip. How about the Perma-Nail Co., of Burbank, Calif. ? 

Mr. Maenvus. No; definitely no. 

Mr. Kuerrevp. Revlon Products? 

Mr. Maenus. Yes. 

Mr. Kuernretp. So these are some of the companies to whom you 
or your affiliate sold this product, and it was this product that was 
involved in the recall initiated after there had been some damage 
caused ; is that right? 

Mr. Macnvus. Before we put out our products of that type there was 
a product on the market that had apparently been successful. Other 
distributors wanted it, and that is why we marketed that type of 
product. 

Mr. Kuiernretp. You conclude your statement by saying as follows: 

We consider the present regulations of the Food and Drug Administration as 
being adequate for the protection of the Nation's health and safety. 


Now I have a letter here which the committee received from the 
Food and Drug Administration—— 

Mr. Maenvs. After being—pardon me. 

Mr. Kuiernrevp. Pardon me. Go ahead. 

Mr. Maenvs. After being at this hearing, I think that something 
should be done in order to protect the public and the manufacturer 
both. 

Mr. Kiernrecp. You mean you want to change your statement?! 

Mr. Maenus. Well, as it stands, I think the Food and Drug Ad- 
ministration has the authority to put any necessary controls in, and 
I think if they put the necessary controls in, that they could well 
administer the job. 

Mr. Kuiernrevcp. Well, let me read to you a report which this com- 
mittee received from the Food and Drug Administration and get your 
reaction tg it. Here is what the Food and Drug Administration told 


this committee : 


About 4 years ago numerous complaints were received from women whose 
fingers had been significantly injured as a result of using lacquers marketed in 
the form of fingernail coating. Again the ingredients employed were different 
kinds of newly developed products related to synthetic rubber, and no adequate 
testing was undertaken prior to marketing the coatings to determine whether 
they might have any propensity for injury. These products are exceedingly 
complex organic chemicals more in the nature of mixtures than specific enti- 
ties, and the only practical approach to evaluating their properties for harm 
is adequate tests on lower animals or human beings. Because of the complex 
chemical character of the ingredients it was very difficult to determine the pre- 
cise nature of the offending constituent, and it became necessary te regard each 
batch or lot as an entity unto itself and to undertake individual testing. Again 
lack of adequate pretesting and experimenting on the public with unknown 
chemicals resulted in substantial injury to many users of this type of cosmetic. 
Finally, by belated study and experimentation, manufacturers were able to pro- 
duce satisfactory articles without deleterious ingredients. 


Isn’t the Food and Drug Administration here talking about the 
product which you sold to the companies whose names we mentioned 
a few minutes ago? 
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Mr. Maenvs. Unless it so specifically states, I wouldn’t want to 
assume that it was referring to our product. 

Mr. Kuernrevp. Well, it was your product sold to several concerns 
which did result in some injury; is that not sof You may say that 
vou couldn’t forsee it, but there were injuries, were there not ? 

Mr. Maenus. There were instances of allergy. I don’t like the word 
“injury,” because I can’t define it. 

Mr. Kuernrevp. Can you define allergy ¢ 

Mr. Maenvs. No; not after being here. 

Mr. Kiernrery. Let’s use any term we want. But some people were 
hurt; is that not so? 

Mr. Maenvs. That is right. But I take exception to the statement 
no tests were made in this report, if they are referring to our product. 
Does it say they are referring to our product or products of our manu- 
facture ¢ 

Mr. Kieinrevp. No. 

Mr. Maenus. Because tests were made on our product before it was 
marketed. 

Mr. Kie1nrexp. | suppose it is a question of definition whether the 
tests you made were adequate tests, if the product hurt somebody. 

Mr. Maenvs. Well, we believe that prudent, adequate tests were 
made before our product was marketed. 

Mr. Kuernreitp. Did any of your customers talk to you or write to 
you about the nail undercoat which you sold to them and which 
resulted in complaints from their customers because of injuries re- 
ceived ? 

Mr. Magnus. Yes. 

Mr. Kie1nrep. So, in fact, there were injuries, weren't there? 

Mr. Macnus. When you say “injuries,” I want to qualify that 
again—it was an allergic manifestation of some kind—because injury, 
shall I say, is a long word. 

Mr. Kuernrevp. Let’s use a shorter word. What would you say 
happened to these women ¢ 

Mr. Magnus. May I ask a question on the date of that report that 
you read ¢ 

Mr. Kuiernre tp. The report is dated September 13, 1951. 

Mr. Jonrs. L want to clear up one thing here. You said a minute ago 
that others were putting out a base coat and your customers were de- 
manding such a thing and that is the reason you went into this par- 
ticular formula; is that correct ? 

Mr. Maenvs. ‘That is correct. 

Mr. Jones. Now at the time you changed the formula and put out 
the new formula, did you have tests made for the new formula? 

Mr. Maenus. Yes, sir; we did. 

Mr. Jones. Had you had complaints that the old formula was not 
satisfactory and did the people to whom you sold it demand that you 
replace it with another product? 

Mr. Magnus. We were called by one of our customers. We had a 
consultation. They had been in touch with Government and medical 

authorities, and wanting to be prudent they took the material off the 
market and we stopped manufacturing it. 

Mr. Jones. Did you replace the material they took off the market 
with a similar product ? 

Mr. Maenvus. No. 
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Mr. Jones. Did you compensate them for the material f 

Mr. Maenus. No. The product that you are referring to is the base 
coat that Mr. Kleinfeld is referring to? 

Mr. Jones. The same one. 

Mr. Maenvs. So that I keep my “yesses” and “noes” on the right 
line, because it is a very narrow subject when you say base coat, because 
we are presently marketing base coats which are old-time base coats. 

Mr. Jones. I don’t think there is any misunderstanding here. I 
think we understand each other. I think you at ne a that the 
Food and Drug Administration did find fault with a base coat that 
was distributed by several companies. 

Mr. Macnvus. That is correct. 

Mr. Jones. Did your company manufactnre one of those that was 
complained of? 

Mr. Maenvs. I believe we did; yes. 

Mr. Jones. And then you later changed the formula ¢ 

Mr. Maenus. We went back to the original formula. 

Mr. Jones. You are not now making the formula they complained 
of? 

Mr. Maenus. We have not for 6 or 8 years. 

Mr. Jones. Do you agree that there is something wrong with the 
formula that the Food and Drug complained of ? 

Mr. Maenus. Not being a tecsioal man, my answer will be “No,” 


because—and I will have to qualify it—tests were made before it was 
marketed and it didn’t show any difficulties. We made tests, I will 
say hundreds, and there was no allergenicity or allergenic manifesta- 
tions or anything. It seemed perfectly all right. 


Mr. Jones. Am I to take it from that you would deny that your 
product caused any woman to lose her fingernails? 

Mr. Maenvs. I haven't seen it, so I can’t deny or say “Yes.” Ihave 
heard they have lost their nails, but I heard they have grown back 
without any trouble. 

Mr. Jones. Am I correct in assuming now that the reason you man- 
ufactured this base coat which the Food and Drug made a complaint 
about, the reason that you put out that particular formula, was to 
meet a competitive demand ! 

Mr. Maenvs. Correct. 

Mr. Jones. That is right? 

Mr. Maenvs. But they didn’t make any complaint to us. 

Mr. Jones. But there is nothing on the label of these bottles or con- 
tainers in which it is sold to indicate it is manufactured by Maas and 
Waldstein, is there! 

Mr. Maenvs. No. 

Mr. Jones. So they would have no way of making direct complaint 
to you, because it would have Jones’ or Kleinfeld’s or some other com- 
pany’s name on there, and they would have no way of tracing it back 
to you except by inquiring of the company you supply. 

Mr. Macnvs. Right. 

Mr. Jones. It would be reasonable to assume they did not come to 
you because they did not know you made it, would it not ? 

Mr. Macnvs. Pardon me? 

Mr. Jones. Would it not be reasonable to assume the reason the 
Food and Drug didn’t complain to you or make request to you was 
because they did not know you made the product ? 
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Mr. Maenvs. It is reasonable to so assume. 

Mr. Jones. I think that is all. 

Do you have a question, Mr. McDonough ¢ 

Mr. McDonoven. Well, the responsibility to the public is to the 
party that puts the label on the bottle and sells it to the public, is it 
not ¢ 

Mr. Maenvs. I don't feel I am qualified to answer that one. 

Mr. McDonovuen. Let me ask you this, then. Do you know whether 
the competitive firm that made the product that you made to meet 
the competition, were they also called in by the Food and Drug 
Administration ¢ 

Mr. Maenvs. I couldn't answer that; I don’t know. The first I 
heard of them was Mr. Kleinfeld reading from the letter of Septem- 
ber 13, 1951. 

Mr. McDonovuen. Was it during 1951 you had complaints ¢ 

Mr. Maenvs. No, it was at least 6 years ago. 

Mr. Jones. This letter said they had complaints 4 years ago from 
the date of that letter, did it not, Mr. Kleinfeld ? 

Mr. Maenvs. Four years prior to September 1951, I take it. 

Mr. Kuernretp. About 4 years ago; yes. 

Mr. Maenvs. It is hard for me to determine whether they are talk- 
ing about the same thing we are talking about or not. 

Mr. McDonoven. Do - you carry insurance for deleterious effects 
of your products to the public or any user, any protecting insurance ? 

Mr. Maenus. We have insurance; yes. 

Mr. McDonoveu. Is it insurance for that purpose ? 

Mr. Maenvus. The insurance is for over-all purposes, to protect our 
corporate entity, not specifically for any one purpose. We do carry 
products liability insurance. 

Mr. McDonoven. Products liability insurance? 

Mr. Maenvs. That is right, with other types of insurance. 

Mr. McDonovuen. Would that cover any case of anyone using your 
product and being injured ¢ 

Mr. Maenvs. That I couldn’t answer either without referring to 
the policy. That.is what it should protect us against, yes. But that 
protection certainly isn’t looked at by us as being our responsibility to 
our customers. We have been in business about 75 years and we cer- 
tainly don’t want to sell any products that are going to hurt either 
ourselves or ow: customers. 

Mr. McDonoven. Have you been making this kind of a product 
for 75 years ¢ 

Mr. Maenvs. We've made nail pegeet about 30 years. 

Mr. McDonoven. What do you make besides n: ail lacquer? 

Mr. Maenvs. Industrial finishes. 

Mr. McDonoveu. Industrial finishes ¢ 

Mr. Maenvs. That is right. That part of the business has nothing 
to do with the business of this inquiry. 

Mr. McDonoveu. This is in addition to your normal industrial 
finishes ? 

Mr. Maenvs. That is right. 

Mr. McDonoven. Which is varnishes and lacquers of all sorts? 

Mr. Maenvs. Right. 

Mr. McDonovucu. For wood and metal ? 

Mr. Macnus. Correct. 
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Mr. McDonoveu. Is that the majority of your business ¢ 

Mr. Maenvs. I prefer not to answer that, if I may be excused. I 
don’t want to make our business public. 

Mr. McDonoven. Do you make any other product? Of course, in- 
dustrial lacquers and wood and metal lacquers have nothing to do 
with 

Mr. Macnus. Cosmetics. 

Mr. McDonoven. Have nothing to do with cosmetics. In other 
words, because of the similarity of the product, a protective coating 
that is used on wood and machinery, you got into the cosmetic business 
for protective coating on human nails, is that the point ? 

Mr. Maenvs. It sounds reasonable, but I can’t go back to the early 
years and say “Yes” or “No.” 

Mr. McDonoven. Then are similar ingredients used for the pro- 
tective coatings? 

Mr. Magnus. There are some common ingredients used and certain 
dissimilar ingredients used also. I mean it is a different type of 
industry entirely. 

Mr. McDonovuéH. Made in the same factory, however ¢ 

Mr. Maenvs. In different buildings in the factory, in different 
sections of the factory, not in the same department. 

Mr. McDonoven. Is that the only cosmetic you manufacture? 

Mr. Maenvs. Yes, clear and colored nail lacquers and removers. 

Mr. McDonoven. You don’t sell any to the public. You sell to 
distributors and they put their label on and they are responsible 
people to the public? 

Mr. Maenvs. Well, we have a responsibility. We don’t assume—— 

Mr. McDonoven. What responsibility do you assume f 

Mr. Maenvs. Responsibility for definitely testing the raw materials, 
which we do, to make sure they are up to specifications, making sure 
that our finished product is up to specifications. 

Mr. McDonoven. Specifications of what? 

Mr. Macnvs. Our own specifications for materials so that-they are 
free from possible harm. That is what we try to do, and I think ou: 
experience has shown that we have succeeded by the number of mil- 
lions of bottles that have been sold using these ingredients. 

Mr. McDonoven. Do you make any of the cosmetic lacquer finishes 
for nails to the specifications of your customer, or do you make it 
according to your own formula alone? 

Mr. Macnvs. You say, do wef 

Mr. McDonoven. Yes. 

Mr. Maenus. No. 

Mr. McDonoven. I mean if I were in the distributing business 
and wanted you 

Mr. Maenvs. I don’t think we would do it for you. 

Mr. McDonoven. You would not? 

Mr. Maenvs. I don't think so. 

Mr. McDonoven. You don’t do that as a customary business ! 

Mr. Macnus. No, we don’t because too many complications can arise 
if we just go ahead promiscuously and make materials to a manu- 
facturer’s specifications. We have been requested many times to make 
a lot of things industrially that we wouldn't make either. 

Mr. McDonoven. And you think that the Food, Drag, and Cos 
metic Act and the Administration has sufficient authority to protect 
the public if they use all the authority they have! 
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Mr. Maenvus. They would have to set up a definite program so that 
there was assurance of protection to the public. What that should 
be, I don’t want to voice an opinion, because there are many men that 
are better equipped that have been here at these meetings, and I have 
just begun to become acquainted with the broad scope of the Food, 
Drug, and Cosmetic Act. It seems far afield when we start talking 
about finishes and cosmetics. 

Mr. McDonoven. In other words, you are not certain then that the 
Administration has sufficient authority to cover the protection of the 
health and safety of the public? You are not certain of that? 

Mr. Maenvus. Well, I will put it in the affirmative. We should have 
something in the law to protect both the manufacturer and the con- 
sumer. If this law doesn’t do it, or if these rules don’t do it, then we 
should have rules to give that protection. 

However, I think in our own case, and having been in business the 
number of years we have, we operate prudently so that we try to keep 
ourselves out of trouble. We Revs known manufacturers to start up 
overnight and market a product and get into trouble, and see them 
disappear within a few months after hurting the industry consider- 
ably. Because every time you do put out a product that is injurious 
it does hurt the market. 

Mr. McDonoven. The whole industry ¢ 

Mr. Maenvs. That is right. 

Mr. McDonoven. Thank you. 

Mr. Jones. Is that all, Mr. Kleinfeld ? 

Mr. Kuxtnrevp. Yes. 

Mr. Jones. Thank you, Mr. Magnus. 

Mr. Kuersrevp. Dr. Wolcott. 

Mr. Jones. State your name and address. 

Dr. Wotcorr. George L. Wolcott, Bristol-Myers Co., 630 Park 
Avenue, New York City. 

(The oath was administered by the chairman.) 

Mr. Jones. Proceed. 


TESTIMONY OF GEORGE L. WOLCOTT, M. D., MEDICAL DIRECTOR, 
BRISTOL-MYERS CO., NEW YORK, N. Y. 


Mr. Kuersrecp. Do you have a prepared statement on behalf of the 
Bristol-Myers Co. ? 

Dr. Wotcorr. I do. 

Mr. Kuernrevp. Please read it. 

Dr. Worcorr. The statement is in two parts. The first part of it 
was prepared by Dr. Dan Dahle, who is our director of research. 
That is product research. 

Mr. Kuernretp. Is Dr. Dan Dahle here ? 

Dr. Wotcorr. He is not, sir. 

Mr. Kuierrevp. I do not think we ought to accept that statement. 
It is certainly the customary procedure of this committee to ask wit- 
nesses who prepare statements to read them. Our wire to your com- 
pany requested that a company representative appear to read a pre- 
pared statement. 

Your reply to us said, 


Bristol-Myers will be represented by Dr. George Wolcott. 
96568—52—pt. 3—-11 
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Now I am glad to have you read your statement, but I think if 
Dr. Dan Dahle wants to read his statement he ought to be here. 

Dr. Wotcorr. It is up to you, sir. 

Mr. Jones. You are Dr. Wolcott ? 

Dr. Worcort. Iam. 

Mr. Kueryreip. He has his statement here and another by Dr. 
Dahle. 

Mr. Jones. Do you want to take his statement ? 

Mr. Kuiernrevp. If he wants to give it, I will take it. 

Dr. Woicorr. That is what I am here for. 

Mr. Kieinreip. You may read your own statement. 

Dr. Worcorr. Do you wish me to include my qualifications / 

Mr. Kietnrerp. Yes. 

Mr. McDonoven. I think the qualifications are acceptable. 

Dr. Worcorr. At what point would vou like me to begin, sir? 

Mr. Kueinrexp. I suggest his qualifications should be put in the 
record. 

Mr. Jones. I do not see any use of reading until vou get down 
below here [ indicating}. 

Mr. Kuernrevp. Beginning, “During my association.” 

Dr. Wotcorrt. I think before we leave the subject of this statement. 
I would like to have the record show that the original conference 
in our company was with Mr. Robert Brown, president, Dr. Dan 
Dahle. and myself present. Mr. Brown discussed your request with 
us, and asked Dr. Dahle and me to prepare a statement, and designated 
me to represent the Bristol-Myers Co. at this meeting. It was not our 
understanding that both men were to be present. nor did vour telegram 
so state. 

Mr. Kuerxrecp. You must realize the difficulty. Are vou in a 
position to answer questions based on a statement made by somebody 
else? 

Dr. Worcorr. I don’t know. It depends on what the questions are. 

Mr. Kuernrevp. That is the difficultv.. Doctor. We can’t ask you 
questions on statements which you did net make. 

Dr. Worcorr. I think the committee should understand our attitude 
in this. If you want Dr. Dahle here. I am sure we can get him here 
next week or at your convenience. 

Mr. Kuernrerp. You are one of perhaps 30 or 40 companies to whom 
we wrote. Apparently they all understood we asked them to send a 
representative to testify, and what they did was send a statement 
signed by a representative and the representative then comes here and 
reads the statement. If you were laboring under a misunderstand- 
ing. it is unfortunate, sir. Please read your own statement. 

Mr. Jones. I think it is all right, Mr. Kleinfeld, for this gentleman 
to give his statement and answer the questions and then we can 
decide whether we want Dr. Dahle to come. 

Mr. Kuerxrecp. I asked Dr. Wolcott to read his statement. 

Mr. Jones. All right. 

Dr. Woxcorr. This is purely my own statement ? 

Mr. Krerxrevp. That is right. 

Dr. Wotcorr. Medical supervision of Bristol-Myers products—— 

Mr. Jones. Let’s see. Suppose we start the first page with “During 
my association with Bristol-Myers.” 
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Dr. Woxcorr. That is part of the qualifications, sir. 

Mr. Jones. I would like to get it in the record. Read the para- 
graph on the first page. 

Dr. Woxcorr. I think I will go back and start with my medical 
degree obtained in 1938, obtained from Columbia University, College 
of Physicians and Surgeons: 

From 1938 to 1940, I was intern in Bellevue Hospital, in this city. 

During 4 months of 1940, was advisory medical officer to the Federal 
Trade Commission in Washington, D. C. 

From 1940 to 1942 I was medical director of Charles H. Phillips 
Co. division, Sterling Drug, Inc. 

From 1942 to 1946, I was medical officer in the United States Army. 

From 1946 to the present time I have been with Bristol-Myers Co., 
with which I have the present title of medical director, Bristol- 
Myers products division; director of industrial health, Bristol-Myers 
and subsidiary companies, 

Medical licensure: State of New York, 1939: State of New Jersey. 
1940. , 

Publications: One, Dangers in the Use of Cosmetics—a review of 
the medical literature—Archives of Dermatology and Syphilology 
$1:64-77, January 1940: two, Azotemia, Acidosis, Anemia, and 
Leukoeytosis Following Sulfanilamide Therapy, New International 
Clinics, volume II, series 4, 1941, J. B. Lippincott Co. 

During the period 1939 to 1946 I was a member of the editorial staff 
of Digest of Treatment, a monthly medical publication of the J. B. 
Lippincott Co., Philadelphia. 

As an advisory medical officer to the Federal Trade Commission, 
I prepared scientific opinions on the advertising of foods, drugs, cos 
metics, and therapeutic devices. 

During my association with Bristol-Myers Co. I have enjoyed vari- 
ous position titles, leading to the present ones listed above. My 
responsibilities, however, consistently have been concerned with (1) 
medical supervision of products, including clinical research problems ; 
(2) promotion of Bristol-Myers products to the various professional] 
groups; and (3) supervision of plants’ physicians and nurses con- 
cerned with maintaining and improving health of employees. 

Medical supervision of Bristol-Myers products: In the Bristol- 
Myers products division we maintain a medical department, one of 
whose functions is the critical evaluation of any material which is 
under consideration for addition to an existent or new product. Re- 
views of all such materials are made with strict regard to any unpleas- 
ant or harmful toxic reactions which might attend human usage of 
the materials. 

Our medical department includes a licensed physician and a phar- 
maceutical chemist, both of whom serve on a full-time basis. In addi- 
tion, the department makes regular use of a staff of consulting 
specialists from the fields of dentistry, dermatology, gastroenterology, 
internal medicine, and pharmacy. 

The review of proposed new ingredients initially is an exhaustive 
study of the scientific literature which describes known experience, 
especially clinical, with the material. In many cases this review pro- 
vides sufficient information to evaluate its safety. 

When this study of the literature does not give adequate data about 
the safety of a proposed new ingredient, an actual clinical evaluation 
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of the material is made under careful supervision and under actual 
conditions of use. Such clinical studies are conducted at university 
clinics and hospitals or under the direct supervision of practicing 
physicians. In exceptional cases, where little might be known about 
a new material and where its chemical structure is similar to better- 
known substances with some aura of potential hazard, animal toxicity 
tests would be required before release of these materials for human 
clinical evaluation. 

Our medical review of product ingredients also is concerned with 
possible allergic side effects as well as the more serious but much more 
infrequent other forms of unpleasant toxic effects. For example, 
during the past 5 years we have made an extensive dermatologic study 
of all our products which are applied to or which may come into con- 
tact with the skin. Literally thousands of patch-test studies of our 
products were made on human subjects, and quite happily these tests 
demonstrated that our products were remarkably free of allergenic 
or sensitization properties. Subsequent to those tests, our medical 
department has required comparable data on proposed new ingredi- 
ents before authorizing their use. 

Mr. Jones. You may question, Mr. Kleinfeld. 

Mr. Kieinrevp. Doctor, does Bristol-Myers submit its products 
to the Committee on Cosmetics of the American Medical Association ? 

Dr. Wotcorr. We do not. 

Mr. Kuetnrevp. On the second page of your statement you say that 
the review of proposed new ingredients initially is an exhaustive study 
of the scientific literature. 

Dr. Wotcorr. Yes, sir. 

Mr. Kiernrecp. Who makes that study for you, sir? 

Dr. Wotcorr. There may be a number of people concerned with it. 
We maintain two libraries, one a medical library here in New York, the 
other a chemical library in our plant at Hillside, and there are two 
librarians in each, especially trained, who hold no other technical de- 
grees. They very often will secure the original articles for me or for 
Dr. Dahle or members of our staff, and we will read the article and 
make our own opinion on that basis. It is not left to the librarian to 
abstract or judge the article, that is left to some technical person 
like myself or Dr. Dahle. 

Mr. Kuierrerp. And when you do not get adequate data from this 
study, an actual clinical evaluation of the material is made under 
careful supervision and actual conditions of use; is that correct ¢ 

Dr. Woxtcorr. Yes. 

Mr. Kueryrecp. Who makes the actual clinical evaluation ? 

Dr. Woxicorr. Probably one or more of the special consultants that 
are referred to in the second paragraph. 

Mr. Kieinrevp. Who are these special consultants / 

Dr. Worcorr. At the present time, the dermatologist is Dr. Irving 
Shapiro of Newark, N. J. In the past we have had the privilege of 
using Dr. Eugene Traub here in New York, Dr. Herbert Spoor, Dr. 
Charles Rien. In the field of gastroenterology, we have Dr. W. D. 
Paul, University of Iowa. Probably of no interest to the committee: 
that is more in the medical line of products. 

In dentistry we have a number of consultants—Dr. Irving Glickman 
of Tufts Dental College in Boston; Dr. Thomas Hill of Western Re- 
serve University in Cleveland, who is also chairman of the council on 
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dental thea rapeutics of the American Dental Clinic; Dr. Basil Bibby of 
Eastman of the Eastman dental dispensary ; and Dr. Finn Brudevold. 

Mr. Kuiernrevp. Are you through, Doctor ¢ 

Dr. Woicorr. Yes. 

Mr. Kuernrecp. And you say in exceptional cases animal toxicity 
tests would be required by your company before release of the 
material / 

Dr. Woicorr. Yes. 

Mr. Kierwretp. Who would make those animal tests ? 

Dr. Wotcorr. Probably an outside laboratory specially equipped to 
handle animal toxicity tests, both of acute and chronic nature. 

Mr. Kuernreicp. Would they have a pharmacologist ? 

Dr. Wotcorr. Oh, yes. 

Mr. Kuervrevp. Go ahead. 

Dr. Worcorr. On one or two occasions for small projects, we have 
used the facilities of ow: subsidiary Bristol laboratories in Syracuse, 
who maintain an animal house. Usually we try to avoid that, because 
they are so overburdened with their own activities, they don’t like to 
do favors for us. 

Mr. Kuernretp. That laboratory employs pharmacologists / 

Dr. Woicorr. Oh, yes. 

Mr. Kuretnrevp. You also say your medical review of product in- 
gredients is also concerned with possible allergic side effects. In 
other words, that is something you take into consideration ¢ 

Dr. Worcorr. Yes. 

Mr. Kierrecp. And you also make, you say, literally thousands of 
patch test studies of your product. 

Dr. Worcorr. That we have done in the past 5 vears. That was a 
special project which was done under the direction of Dr. Traub. Each 
of our products that was used on the skin or regularly came in contaet 
with the skin, even though that was not the primary use—for ex: unple, 
the dentifrice, where it is difficult to brush the teeth without having 
some toothpaste contact the skin of the upper or lower lip. So they 
made a study on Ipana, even though they intended it for use in the 
mouth, and every product of that nature. I think two or three thou- 
sand patch tests were done on that product, and there were repeat tests 
done after a period of 3 weeks to measure development of sensitization 
as well as primary allergies that might exist. 

Mr. Kiernrevp. So you make patch tests for both reasons—to find 
out whether there are any direct irritants or any product which 
might cause observable allergic reactions ? 

Dr. Worcorr. That is right. 

Mr. Kiernretp. Who makes these patch tests for you, Doctor ? 

Dr. Wotcorr. A dermatologist. 

Mr. Kurrrevp. Are these patch tests made before a product is 
released commercially ? 

Dr. Wotcorr. In this case these were done on existing products; 
in other words, our complete line of products. We made a special 
study at that time. So those were not done in advance. 

Mr. Kiervretp. Why was that? 

Dr. Wotcorr. I don’t know exactly why it was started. I can only 
venture a guess that it was just to find out if we had any special 
irritant substances in our products and if there were any, to take 
such steps as might be best to replace them. 
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Mr. Kuerrevp. You do think, however, that performing those patch 
tests is an advisable thing to do? 

Dr. Woworr. I think it is very advisable to do where there is no 
history as to the allergenic nature of the product or of certain in- 
gredients in the product. In other words, if there is a good back- 
ground, if the chemical or ingredient is well-known and has been 
tested, I see no point in repeating it. But where you may be dealing 
with a brand new chemical or one which has not been adequately 
tested, I think it is incumbent upon the manufacturer to find out 
before he markets that product. 

Mr. Kiernrecp. What about the situation where you may have two 
ingredients, each of which may perhaps have been well tested, but 
where the combination has not been—should not all these tests be made 
on the completed product ? 

Dr. Worcorr. I don’t think that question can be answered “yes” or 
“no,” for this reason: Potentiation of one product by another occurs in 
the drug field. In other words, you may have two products that alone 
will reheve pain; you put them together and something happens 
whereby the sum total is greater than the addition of both actions 
separately. That is called potentiation or synergism. 

I am not familiar with any such situation which works with respect 
to harmless ingredients. In other words, if two ingredients are harm- 
less and are known to be harmless in regular usage, a mere act of 
mixing them together, provided a new chemical is not formed, causes 
me not to suspect that you will incur any danger from the use of 
that mixture. 

Mr. Ktrrxreip. Suppose you were employing in your product 
a wetting agent which in itself had been shown to be harmless, and 
you were also employing some other product, let’s say, a quaternary 
compound which in itself was known to produce no harmful effects. 
If you put those two substances together, might not that harmless 
wetting agent, harmless in itself, have such an effect upon the quater- 
nary compound as far as penetration or absorbability is concerned 
that a new problem might be created ¢ 

Dr. Wotcort. Frankly, I don’t know. 

Mr. Kirinreip. You don’t make any shampoos, Doctor? 

Dr. Wotcorr. No. 

Mr. Kuernrevp. In any event, you believe that Bristol-Meyers is 
conducting very thorough and exhaustive testing before it puts prod- 
ucts on the market ? 

Dr. Wotcorr. I do. 

Mr. Kiernreip. Do you believe that such testing is necessary ¢ 

Dr. Worcorr. Well, I certainly think it is necessary to the success 
of that company. 

Mr. Kierxretp. Do you think it is necessary to protect the public? 

Dr. Woucort. I think in general, yes. I hesitate on that, because 
again it goes through a lot ‘of ramifications. There are many cases 
in this industry where I think little need be done. There are other 
cases where new ingredients are being utilized and adequate pretest- 
ing is not done. That is the field w here I think a better regulation is 
necessary. 

Mr. Kiernretp. I have no further questions. 

The Cramman. Mr. Horan. 
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Mr. Horan. What do you think ought to be done to improve the 
situation? You have no suggestions in the statement as far as I see it. 

Dr. Wotcorr. I have given that a lot of thought. In fact, I had 
hoped to append a statement here as to what I thought should be done 
and, after several hours, I gave up. Frankly, I think one phase of it 
is trying to legislate against human error. In this cosmetic industry 
certainly I think a problem common with every company is making 
good products that will successfully sell, and the consumer is a mighty 
eritical individual. If you put out a product that is going to hurt 
him, he is going to be mad at that product, he is going to be mad 
at the company. And it is interesting in that regard to compare the 
same thing in medicine. 

Mr. Asernatuy. May I interrupt right there. It is also true the 
news gets around pretty fast, too? 

Dr. Wotcorr. It certainly does. 

I might say at Bellevue in the early days of sulfa drugs a circus 
performer came in with a sore throat, hemolytic streptococcus, and 
was pretty sick. I was house physician at the time and prescribed 
sulfanilamide for him. In 24 hours the high fever disappeared and he 
was much better. Three days later he was a lot sicker because he 
had a very unusual reaction to the sulfa drug, something which you 
could not have discovered by pretesting. He had a strange kidney 
reaction Where the material precipitated in the kidney and dozens of 
things happened thereafter. He was in the hospita) for 3 months. 
There were times when we wondered whether he was going to walk 
out or be carried out. 

That situation was in medicine. He was not mad at me as a phy- 
sician, he was not mad at the hospital, he was not mad at the drug, 
because when a person is sick they will put up with some of these 
side effects. But with a cosmetic product, if something happens to 
them which they don’t expect to happen when they are feeling well, 
they are good and mad. 

Mr. Horan. May I make a short statement, Mr. Chairman, which 
I think is to the point. 

This committee is searching for a possible right amendment to the 
food and drug law, and we will do nothing, though, if we do not pro- 
tect the producer as well as the consumer. 

Dr. Wovcorr. Yes. 

Mr. Horan. Our recommendation, of course, will go to a regular 
committee of Congress and hearings will be held on anything we might 
recommend in the form of a bill. I wish personally that the industry 
would be thinking about this and working in that field, and out of that 
we might improve the situation and guard against this human error 
that does exist. 

Dr. Worcorr. We could be very selfish ourselves, and say that addi- 
tional legislation which might result from this action probably will 
not disturb our pattern, nor will it inconvenience us by way of expense. 
I think we must recognize that the small fellow who can’t afford a 
staff such as we have, because his business isn’t big enough, may not 
be able to meet some of these rigid requirements. 

I think the second witness this morning had a very splendid idea 
of possibly applying the regulation or any change in regulations to 
new substances about which there is no toxicological background. 
That is probably one of the fields today where we are getting into 
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trouble, where people are taking something new and not bothering to 
test it. 

The Cuamrman. That is all. Thank you. 

We will take a short recess. 

(Short recess.) 

The Cuamman. The next witness. 

Mr. Kiernretp. Dr. Powers. 

The Caarmrman. Your name and address, Doctor. . 

Dr. Powers. Donald H. Powers, 115-127 West Eighteenth Street, 
New York City. 

(The oath was administered by the chairman.) 

The Cuairman. You may proceed. 


TESTIMONY OF DONALD H. POWERS, PH. D., RESEARCH DIRECTOR 
OF RICHARD HUDNUT, NEW YORK, N. Y. 


Mr. Kue;nreip. Dr. Powers, you are research director for the Rich- 
ard Hudnut Co. ¢ 

Dr. Powers. That is right. 

Mr. Kiernreip. Are you a medical doctor? 

Dr. Powers. No;a Ph. D. 

Mr. Kierrevp. In what field? 

Dr. Powers. In chemistry. 

Mr. Kuiernretp. Will you please read your statement / 

Dr. Powers. Richard Hudnut is one of the larger manufacturers of 
cosmetics in this country. At this time we are selling close to 700 dif- 
ferent and distinct products—see exhibit I and in a year’s time will 
sell close to 40,000,000 separate pacanann. The type of products 
which we manufacture and distribute may be broadly classified as 
follows: Creams, lotions, deodorants, face and body powders, fra- 
grances, lipsticks and rouges, nail lacquers, permanent hair waving 
solutions, win on and hair dressings and rinses. 

More than 90 percent of these products have been on the market 
for 10 years or more and several items have enjoyed consumer accept- 
ance for at least 60 years. With such a large number of products of 
this type the problem of maintaining uniformity and ioliae of pro- 
duction is a major one. We have set up at Richard Hudnut a prod- 
uct-control procedure which is applied to every product which we sell. 

While it would be ieacihatinn] to furnish a list of the 800-and-odd 
raw materials currently used, it can be stated that specifications are set 
up for each raw material and the methods for testing each item are 
carefully spelled out. We are attaching—see exhibit A— our regular 
specification sheets for 10 of such items and these are submitted as 
typical. The test methods used are those found in the U. S. Pharma- 
copoeia, National Formulary, Toilet Goods Association, and in a num- 
ber of cases our own test methods. The deviations permitted in the 
purity, melting point, water content, and the like are carefully spelled 
out. Shipments are tagged with the red rejection ticket—see exhibit 
B—if they do not meet these specifications in any point, and are re- 
turned to the supplier. Analyses of the raw material are recorded on 
the production sheet. A production procedure is written up for each 
product and an independent control checks each production lot to see 
that the procedure is followed. The lot number on analysis of each raw 
material going into the batch is recorded on the batch record. When 
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each batch is manufactured it is submitted to control for analysis to 
check its purity and quality before it is bottled or packaged. After 
packaging it is again analyzed—see exhibit C—to insure product uni- 
formity in the final package. Control maintains inspectors to see that 
packages are propenty labeled, filled, and sealed. Records are kept of 
each lot and the ingredients going into it and their analyses and sam- 
ples of each bath are kept. Each package is coded to tell when it was 
manufactured and packaged and the lot number. This control pro- 
cedure is set up to maintain the uniformity of the product once it is 
put on the market and as indicated above it takes care of the majority 
of our products. 

However, when a new item is put on the market, tests prior to 
marketing fall into two categories: One, tests on a product which is 
essentially the same as a product now on the market and, two, tests 
on products which are new or which contain chemicals which are 
of unknown or uncertain irritation or sensitivity. 

In discussing the use of chemicals in the cosmetic industry it should 
be borne in mind that in recent years purification and separation of 
the chemical compounds occurring in natural products have gone on 
as well as the synthesis of the same chemicals from “coal, air, and 
water.” The natural fats and oils originally used were an indefinite 
mixture of as many as a dozen chemicals or 30 different chemicals. 
We have found that usually a few of these chemicals were of value 
while others were of little value. As we know more accurately the 
exact composition of natural products we are able to select those 
chemicals which specifically contribute to the effect desired, such as 
cleansing or softening action. The distillation at very high vacuum 
of natural fats and oils has contributed tremendously to our know]l- 
edge and the availability of pure chemicals from natural sources. If 
we truly know the purity of a product and all of its components it does 
not matter whether the chemicals used are from natural or synthetic 
sources, 

In preparing new products of the first category for the market, it 
must first be established as a stable product which we can manufacture 
readily and uniformly. It is then paneled to a widely selected group 
of people along with a careful questionnaire. These questionnaires 
are collected and reviewed before a decision is made to market the 
product. Repeat sampling is also studied to further check on re- 
peated use. These tests require from 2 to 3 months. 

In the case of products in the second category, patch tests, irrita- 
tion tests, and sensitization tests are run on rabbits before the panel 
tests are started on a widely selected group of people. The average 
time for testing and paneling runs for 6 months. Our own institute 
gives us a further chance to study new products under the application 
and observation of an expert. However, home-use panel testing gives 
a clearer picture of the variables and misuse that may occur in home 
use. Patch testing on 50 animals followed by panel testing on at least 
200 people is indicated where a product is of uncertain or untested 


nature. A supplier of new chemicals should submit, and does submit, 
data on the toxicity, irritation, and sensitivity of any product going 
into the cosmetic industry, but the cosmetic manufacturer himself 
must control the uniformity of his product and determine the effect 
or possible irritation of the new chemical in the particular formula- 
tion or combination which he is distributing. 
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Specific examples showing the tests conducted on a product before 
putting it on the market are listed: Tru-Tint para hair dyes, home 
permanent waving solution, enriched creme shampoo, nail lacquer, 
children’s home permanent, dandruff lotion—Hudnut. 

And we picked these from widely selected groups to get a clear and 
accurate picture. 

True-Tint para hair dyes: 

fa) Bought a company selling para dyes with years of expe- 
rience selling to leading salons throughout the country. 

(6) Check irritation and toxicity on rabbits’ skin and eyes. 

(c) Run 350 tests on women in hair institute, patch testing 
each one and running repeat tests on 50 percent of them with many 
getting up to five and six para-dye applications. 

(@) Careful control on raw materials and production. 

(e) Test marketing in a limited area with careful check on 
complaints. 

This product is still on market test and there is no irritation com- 
plaint on the first 100,000 units. 

Hudnut home permanent: 

(a) Chemicals tests on animals at medical school. 

(6) Patch tested for irritation and sensitivity, under super- 
vision of dermatologist. 

(c) A medical study showed the absence of absorption of any 
ingredients through the skin. 

(¢) Institute tests for a year by skilled operators. 

(e) Control on raw materials and productions. 

(7) Distribution on limited basis with careful check of com- 
plaints. 

(7) Received approval from cosmetic committee of American 
Medical Association, Good Housekeeping magazine, and Parents 
magazine. 

Enriched creme shampoo: 

(a) Review of published literature and data relating to soaps 
and shampoos. 

(5) Animal tests for irritation and sensitivity. 

(c) Institute tests for a year’s time under supervised control. 

(@) Control on raw materials and production. 

(e) Initial sales in limited area. 

Nail lacquer: 

(a) Patch tests on 250 people by dermatologist. 

(5) Panel tested. 

(c) Quality-control set-up. 

Then I would like to correct and say, submitted to the Cosmetic 
Committee of the American Medical Association and received ap- 
proval. We originally received approval as hypoallergenic, and then 
decided to leave out the nonallergenic as not clarifying the picture. 
It has also been approved by Good Housekeeping. 

Children’s home permanent: 

(a) Institute tests for 1 year’s time. 

(5) Hair tested for damage with new micro sound-wave tech- 
nique. 

(c) Control of raw materials and production. 

(d) Test market in two cities. 
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(e) Full-seale marketing. 
(7) Complaints less than 1 in 5,000 with 1 reported case of 
allergy in 1,000,000 units. 

I should add to this one—approval by the cosmetic committee of 
the American Medical Society. 

Dandruff lotion : 

(a) Review literature and technical data from suppliers on all 
products involved. 
(4) Animal tests for irritation and sensitivity. 
Institute testing for 6 months. 
(7) Panel testing. 
(e) Control and product standardization. 
(7) Gradual marketing. 

It should be be realized that 90 te 95 percent of the domestic prod- 
ucts on the market are well established—time-proven formulations 
with years of consumer experience. Many of the new products com- 
ing on the market are slight modifications of these proven formula- 
tions. However, new products and products contaiming truly new 
chemicals are coming on the market. The chemical manufacturer 
should supply full data regarding the composition, safety, and tox- 
icity of these products and ‘the cosmetic manufacturer must check his 
final formulations. It is suggested that closer cooperation between 
the chemical manufacturer and cosmetic manufacturer will insure 

better understanding of the limits of safety of any new formula- 
tion. We can never produce an absolutely safe product for all con- 
ceivable types of usage, and accurate analyses can only be made when 
the entire range of usage and consumer applications are known. The 
registration of every new drug with the Food and Drug Administra- 
tion has not prevented the occasional human error or occurrence of 
product failure or toxicity in an unexpected phase of its use and ap- 
plication (e. g., bismuth suppositories and pyridine sedatives). The 
risk of damage from the use of new chemicals used in cosmetic appli- 
cation for external use only is, of course, far less than with products 
for internal use since extremely small amounts of chemicals are ab- 
sorbed through the skin under any condition. 

While the relative danger from the use of new chemicals in cosmetic 
products is far less than in food and drug products, this does not 
mean that careful premarketing testing must not be maintained. The 
manufacturers are supplyi ing an increasing amount of data regarding 
the criteria of safety of their new chemicals and the cosmetic manu- 
facturer must patch-test and panel-test and set up a careful series of 
control tests before putting a new product on the market. It is 
doubtful whether the registration of cosmetics under the new drug 
rulings would have anticipated or avoided the cases frequently cited 
of harmful shampoos, waving lotions, and nail lacquers. New legis- 
lation to enforce pretesting and registration of every new cosmetic 
product woud put a terrific load on its administration and require ¢ 
great many decisions regarding all the foreseeable circumstances 
under which each product should be tested. The present care used in 
the development of new cosmetics and the extreme rareness of se- 
rious consumer damage by new cosmetics further suggest no imme- 
diate crisis demanding controls and restrictions. Enough freedom 
must be left so that new products will be developed and marketed, or 
progress in the industry will be stifled. 
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Finally, it is felt that the industry does recognize its own respon- 
sibility to its customers and will and must steadily increase its pre- 
testing and product evaluation before marketing. 

The Cuamman. Mr. Kleinfeld. 

Mr. Kiernretp. Dr. Powers, on page 4 of your statement, in dis- 
cussing the nail lacquer, you say that the product was submitted to the 
Cosmetic Committee of the American Medical Association. 

Dr. Powers. That is right. 

Mr. Kuieinrerip. And received approval as a nonallergenic nail lac- 
quer; is that correct ? 

Dr. Powers. It received approval as hypoallergenic. I wanted to 
correct that. That was incorrect in my statement. It was changed. 
I would like to correct it to say “received approval” period. Cross 
out that line. 

Mr. Kurinre.p. Do you submit all of your preducts to the Cos 
metics Committee of the American Medical Association ? 

Dr. Powers. We do not. 

Mr. Kuieinrecpo. Why did you submit just that one and no others / 

Dr. Powers. We submitted the home-permanent-waving lotion, we 
submitted the children’s home permanent, we submitted a number of 
others. We regularly submit aoa to the cosmetics committee. 

Mr. Kurernreip. Why do you submit some and not all? 

Dr. Powers. I don’t know. 

Mr. Kuernrevp. You say on the last page of your statement, Doc- 
tor, that— 

It is doubtful whether the registration of cosmetics under the new drug rulings 
would have anticipated or avoided the cases frequently cited of harmful sham 
pos, waving lotions, and nail lacquers. 

Is that correct ? 

Dr. Powers. That is right. 

Mr. Kieren. Do you put out shampoos ¢ 

Dr. Powers. That is right. 

Mr. Kuernrevp. What tests do you make before you put out your 
shampoos ? 

Dr. Powers. We would today run eye tests. On the other hand, I 
think the testimony of Dr. Sulzberger yesterday morning clearly 
pointed out that anyone reasonably careful in the field of shampoos 
would not have considered an eye test necessary prior to 3 months ago. 

Mr. Kuiernretp. Do you shampoo your hair? 

Dr. Powers. Regularly. 

Mr. Kuernreip. You never got any shampoo in your eyes? 

Dr. Powers. Yes, I have. 

Mr. Kuernrerip. Then do you have to be a soothsayer to believe that 
some damage might occur to your eyes? 

Dr. Powers. I think all shampoos are irritating to the eye. 

Mr. Kiernrevn. It is a question of degree? 

Dr. Powers. That is right. 

Mr. Kuiernretp. Do you make shampoos for children / 

Dr. Powers. Not specifically designated. 

Mr. Kiernrep. Children’s s hair is shampooed from time to time, 
is it not? 

Dr. Powers. Sure. 

Mr. Kiervrecp. Did you ever see a child’s hair being shampooed ? 

Dr. Powers. Yes. 
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Mr. Kux1nrecp. Did you ever see shampoo get in the kid’s eyes? 

Dr. Powers. Yes. 

Mr. Kix1nrecp. Then wouldn’t a careful manufacturer want to see 
to it that his product would not cause any damage to someone’s eye ? 

Dr. Powers. Yes. “ 

Mr. Kueryrevp. And now you do make such tests, don’t you ¢ 

Dr. Powers. The point you ask—in the field of shampoo manufac- 
ture I am sure that all the manufacturers are very careful to see that 
the product is not harmful. As Dr. Sulzberger so carefully pointed 
out yesterday morning, prior to 3 months ago we all recognized that 
shampoos cause eye irritation. We all recognized that there was a 
possibility of shampoos getting in the eye. On the other hand, I have 
seen no evidence to indicate there were any new products on the market 
that were more irritating or more damaging than shampoos that have 
been on the market for 150 years. 

That doesn’t mean as of today, in the light of the new evidence, that 
every manufacturer—l think every manufacturer would check sham- 
poos for eye irritation. It is because we hadn’t realized the possible 
damage of excessive quantities of shampoos getting in the eye. 

Mr. Kuerrevp. You hadn't recognized it / 

Dr. Powers. And in our own experience in selling millions of 
shampoos we have had no case of that brought to our attention. 

Mr. Kueinrecp. But finally it happened ? 

Dr. Powers. We have had no case of it. 

Mr. Kuerrevp. It happened with shampoos. 

Dr. Powers. So I understand. 

Mr. Kiernrecp. How would existing law have avoided such in- 
jury ¢ 

Dr. Powers. I suggest if this question of shampoo had come up a 
vear ago, existing law or the present drug law would not have avoided 
it, because it would have been approved as an adequate, satisfactory 
shampoo. 

Mr. Kieinre_p. Approved by whom ? 

Dr. Powers. By the FDA as a drug. If it had been controlled 
under the so-called new drug law, the shampoo would have been 
approved on the basis of our knowledge at that time. On the basis 
of our knowledge today we wouldn’t put out any shampoo 

Mr. Kuiervretp. Do you know that as early as 1944, Doctor, the 
Food and Drug Administration published information to the effect 
that if any product might get into mucous membranes it should be 
tested in the eyes of a rabbit ? 

Dr. Powers. Yes. 

Mr. Kiernretp. Wasn't that a sufficient warning? 

Dr. Powers. Shampoos are tested in eyes of rabbits and they give 
irritation. Soap gives irritation to the eye of a rabbit today. 

Mr. Kierreip. Wait a minute, Doctor. These two shampoo prepa 
rations which were seized caused fairly serious eye injury. 

Dr. Powers. I have seen no evidence of any permanent injury. 

Mr. Kiernrecp. Let's assume that they did. We have been advised 
they did serious damage. If—— 

Dr. Powers. But—— 

Mr. Kiernrevp. Just a minute. Let me ask a question and then you 
can talk all you want. 
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If that is a fact, and if it is a fact that putting a few drops of this 
shampoo into a rabbit's eye would have caused serious similar injury 
to the eyes of a rabbit, if that had been done, wouldn't that have pre- 
vented the injury to the human being which resulted / 

Dr. Powers. Yes. 

Mr. Kierrecp. And now you perform such tests before you put out 
your shampoos ¢ 

Dr. Powers. Any new shampoo would be tested, even an old for- 
mulation would be tested for the eye test. Because the experience, not 
of this committee, but the experience of the public at large have sud- 
denly realized and brought up the point that the possibility of sham- 
poo damage to the eye is something that had not occurred to us who 
have sold millions of bottles of shampoo with no complaint over a 
number of years’ time. Today, because of such a possibility, we would 
check and recheck all our old formulations and new formulations in 
the eye. But a law would not have anticipated that, and I think the 
leading dermatologists would indicate that they would not have antici- 
pated it. 

Mr. Kurinrecp. And you think it would have been unreasonable 
to assume that a manufacturer of a shampoo would anticipate that his 
product might get into somebody's eyes and cause injury ¢ 

Dr. Powers. He would expect it to. 

Mr. Kuiernrevp. If he would expect it to, would you not think he 
would make tests beforehand and find out if any injury were caused / 

Dr. Powers. He would expect it to be very promptly washed out, 
as it usually is. 

Mr. Kuernrevp. In what way ? 

Dr. Powers. With water. It usually is. 

Mr. Kiernrevp. If he would expect it, would he find out by test- 
ing it? 

Dr. Powers. The point I want to make clear is that any shampoo 
tested in the eye would show irritation, and if washed out, it will 
clear up. 

Mr. Kieixrevo. And if it caused more serious irritation and injury, 
then what ? 

Dr. Powers. I know of no case of a shampoo causing blindness. 

Mr. Kuiernrevp. I didn’t say caused blindness, I said serious eye 
injury. 

Dr. Powrrs. I know of no such case. 

Mr. Kuerretp. Do you think such injury is inconceivable / 

Dr. Powers. I am sure it is conceivable. 

Mr. Kuerrer. If it is conceivable, should not the careful manu- 
facturer make proper tests beforehand / 

Dr. Powers. That is right. We certainly shall in the light of the 
possibility. 

Mr. Kuersrevp. You say on the last page of your statement : 

New legislation to enforce pretesting and registration of every new cosmetic 
product would put a terrific load on its administration and require a great many 
decisions regarding all the foreseeable circumstances under which each product 
should be tested. 

Do you know that the drug industry has to make such tests? 

Dr. Powers. That is right. 

Mr. Kuernrevp. And you know that there is testimony before this 
committee that since 1939 when this law went into effect approxi- 
mately 7,500 new drug applications have been filed ? 
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Dr. Powers. That is right. 

Mr. Kuetnrevp. And of these 7,500 approximately 5,000 have been 
approved by the Food and Drug Administration; that of the remain- 
ing 2,500 less than a score were formally rejected. Most of the 2,500, 
this committee was told, were voluntarily withdrawn by the manu- 
facturer after a determination was made by the Food and Drug Ad- 
ministration that the evidence of safety was insufficient. 

There was testimony also that only about eight of these applica- 
tions were appealed to the Federal Security Ac lministrator from the 
decision of the Food and Drug Administration, and only one was 
made a subject of court action. Does that indicate that the drug 
industry has been suffering grievously because of the new drug sec- 
tion ¢ 

Dr. Powers. No, it does not. 

Mr. Kvernrevp. Do you know what caused the new drug section to 
be put into the law / 

Dr. Powers. No. 

Mr. Kiernrevp. It was finally put into the law because an untested 
drug was put out which killed a hundred people. You wouldn't 
want to recommend that we wait until serious injury occurred, would 
you 

Dr. Powers. No, indeed. 

Mr. Kveinrecp. Now, the patch testing which you discussed is ra- 
ther important, is it not / 

Dr. Powers. Well, there are two types of patch testing: There is 
the exploratory patch testing and the routine patch testing. 

Mr. K.LernFeip. Yes / 

Dr. Powers. Exploratory patch testing should be and must be under 
a doctor, dermatologist. Routine patch testing, of course, is indicated 
in the Food and Drug law at the present time for hair dye, and I 
think in the case of routine patch-testing experience over fhe past 
years it has shown that routine patch testing of a product that has 
been exploratory patch-tested and is established for irritation or lack 
of irritation, that routine patch testing does not necessarily have to 
be under a dermatologist, although that must be essential under ex- 
ploratory patch testing. 

Mr. KLeinFecp. Before you put out a product you do perform ex- 
ploratory patch testing ¢ 

Dr. Powers. We do, indeed. 

Mr. Kurinreco. Under whose supervision / 

Dr. Powrrs. A dermatologist. 

Mr. Kiervreip. Would you feel safe in going along for years and 
putting out your product without exploratory patch testing under 
the general supervision of a dermatologist ¢ 

Dr. Powers. No, 1 would not. 

Mr. Kix1nrevp. Have you received some valuable information from 
the patch testing / 

Dr. Powers. Yes, indeed. 

Mr. KLEINFELD. And that is followed by use tests ¢ 

Dr. Powers. That is right. 

Mr. Kueryrew. And if that type of patch testing is not performed 
and supervised by a dermatologist, and use testing is not employed 
under the general supervision of a dermatologist, it is quite possible 
injury may result; is that correct? 
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Dr. Powers. That is possible. 

Mr. Kuernrexp. So those things should be done by careful cosmetic 
manufacturers before they put their products on the market ? 

Dr. Powers. That is right. 

Mr. Kuernrecp. And if he doesn’t, he is taking the chance it may 
injure somebody ¢ 

Dr. Powers. That is right. 

Mr. Kuernreip. They all ought to do it? 

Dr. Powers. That is right. 

Mr. Kuernrew. I have nothing further. 

The Cuamman. No further questions. 

Mr. Horan. I want to say that is a very good statement, and the 
examples you supplied us were very interesting. 

Dr. Powers. Thank you very much. 

(The exhibits submitted by Dr. Powers are in the files of the com- 
mittee. ) 

Mr. Kuieinrevp. Is Dr. Russell here ¢ 

Dr. Russexi. Yes. 

The Carman. Your name and address / 

Dr. Russetn. Kenneth L. Russell, 105 Hudson Street, Jersey City, 
N. J. 

(The oath was administered by the chairman.) 

The Cuamman. You may proceed. 


TESTIMONY OF KENNETH L. RUSSELL, PH. D., CHEMIST, 
COLGATE-PALMOLIVE-PEET CO., JERSY CITY, N. J. 


Mr. Kuieixreip. Will you read your statement, Dr. Russell. 

Dr. Russeci. I am Kenneth L. Russell. I am assistant research 
director of Colgate-Palmolive-Peet Co. I have a Ph. D. degree in 
chemistry from New York University. I have been employed for 
16 years in the research and development department of said company 
where niy work has consisted of research on synthetic detergents and 
on cosmetics and toilet articles. For over 10 years my work has dealt 
almost entirely with cosmetics and toilet articles, mainly supervising 
the work of other chemists on these products. 

The Colgate-Palmolive-Peet Co. manufactures and sells shampoos, 
hand lotions, face creams, face powders, dental creams, tooth powders, 
denture cleansers, brilliantines, lipstick, deodorants, shaving creams, 
bubble-bath preparations, tale powders, after-shave lotions and many 
other products. 

It would be impossible in the interval of time suggested by the com- 
mittee to prepare a complete description of a!) of the cosmetics and 
toilet articles of the Colgate-Palmolive-Peet Co. and the tests con- 
ducted on all of them prior to marketing. We plan to present here 
a general description of the types of studies which are made on our 
products before marketing them and then give formula ingredients 
and other specific information on a few products introduced during 
the past several years to illustrate the general procedure. 

Our research and development department is charged with the 
responsibility of developing new products and processes and improv- 
ing existing ones. This department has about 200 technically trained 
chemists and chemical engineers aided by about an equal number of 
nontechnical people. It is difficult to state accurately the number of 
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persons connected with cosmetic and toilet articles research for this 
varies from time to time, but an average would be about one-fourth of 
the personnel. 

The idea for a new product or product improvement may come from 
other departments of the company, such as the sales and advertising 
departments. They may recognize a consumer desire for a product 
having certain properties not appearing in existing products and re- 
quest work to develop one having these properties. 

Development of a new product starts in the laboratory. One part 
of the laboratory work consists of evaluating new products and raw 
materials that appear on the market. Performance tests are developed 
to help evaluate such products and raw materials, and often the idea 
for a new product will arise from such evaluation work. 

A duty of our research personnel is to keep up with the scientific 
literature. Study of this literature may give rise to the idea that a new 
raw material or combination of materials might vield an improved 
product. 

When the idea has been discussed and approved by management 
the project is set up and laboratory work starts. The steps in labora- 
tory formulation and later pilot plant development to obtain a product 
having desirable physical properties are long and often discouraging 
but these are not of interest to this committee. Likewise the extensive 
work that is done to establish that the product is effective in perform- 
ing in the intended manner is an interesting story, but not a part of 
this statement. We shall describe instead the steps involved in as- 
suring ourselves that the product is safe for public use. 

The-safety of a product depends first on the raw materials entering 
into it, and for this reason a careful study is made of all raw materials 
which we use. It is part of our technical people’s job to learn all 
they can about the raw materials they use in their formulation work. 
This information may be obtained from the literature, or from data 
furnished by the suppliers of the material. When these data are in- 
sufficient to establish that the material is a safe one for the intended 
use, we have tests conducted to obtain the necessary information. 
When in doubt concerning the best testing program to set up we have 
found that the Pharmacology Division of the Food and Drug Ad- 
ministration have been helpful in giving advice on this. Such tests 
usually consist of one or more of the following types of tests, depend- 
ing on the amount of reliable information available from the other 
sources : 

Toxicity tests on one or more species of animals: Acute toxicity, 
chronic toxicity. 

Irritation tests on rabbit skin. 

Irritation tests on rabbit eyes. 

Human patch tests. 

Human usage tests. 

The above tests are conducted by dependable outside consulting 
laboratories who not only run the tests for us, but give us in addition 
the factual results and unbiased interpretation of these results with 
respect to the safety of the material. Our eventual use of the material 
is decided upon only after this information is available and con- 
sidered carefully by our own technical staff. 

In addition to our regular employees our research and development 


department has consulting arrangements with many experts in various 
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fields. These men, too, often advise on the testing program to be 
set up to determine the safety of a material and help in the evaluation 
of the results of the program. 

After a raw material has been proved safe to use it is part of our 
men’s responsibility to see that it is always obtained in uniform quality. 
Tests must offen be developed which will be used to determine the 
purity and characterize the material so that high quality material 
will always be used. After the material is in use each shipment is 
tested by our control laboratories to see that it meets the quality 
requirements set for it. This testing of raw materials is considered 
a very important part of our control of the quality of our cosmetic 
products, for it is often difficult to make as meaningful tests on fin- 
ished products which consist of mixtures of many materials. 

We have discussed now the importance of a thorough knowledge of 
the raw materials entering into a product. It is also recognized that 
sometimes a mixture of raw materials will behave differently from 
any one of the materials making up the mixture. Therefore, when 
there is information that the material under consideration is likely 
to be a safe one we plan our toxicity and irritation testing program 
on a finished product, using a formula for the testing program identi- 
cal with or very similar to what we think the final formula will be. 
At the start of the program we may not know well enough what the 
final formula will be and at the end of the program find that it is 
necessary to repeat some or all of the work. The questions of when 
to test, what to test, and how to test are ones requiring judgment. 
and we must depend upon the experience of our own personnel, out- 
side laboratories, and expert consultants, plus the considered judgment 
of other departments in our management to answer these questions. 

After we have sufficient evidence that a product is safe for human 
use, before we sell the product we always obtain some consumer usage 
information from our own chemists and management using the prod- 
uct, and then further information which is furnished by the company’s 
market research department. This department runs what are called 
blind product tests on experimental products. In these tests the prod- 
uct is packaged in coded containers and distributed to a panel of 
individuals across the country for trial and expression of opinion. 
Usually the product is tested in this way against a competitive product 
from the market or against one of our own regular products also 
packaged in a coded container. The individuals comprising the panel 
are sent the two samples along with a questionnaire asking for their 
preference on many points. They are also questioned concerning their 
reasons for liking and disliking each product. This information is of 
value in obtaining the most desirable physical and esthetic proper- 
ties, but in addition we find it of value in indicating whether any 
unexpected or unusual physiological reactions result from use of the 
experimental product by these comparatively small groups of people. 

After a product has gone through the consumer blind product test- 
ing program with no adverse results, it may then be decided to place 
it on public sale. In most cases first sale is limited to a few cities for 
a period of several months and expanded to the national market only 
after it has been shown satisfactory in the smaller market. This pro- 
cedure, called sales testing, is partly to determine the sale potential of 
the product, but is also planned to determine whether any unforeseen 
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reactions develop from the use of the product. In most cases the names 
of purchasers are obtained during the sales test period, and personal 
interviews are conducted with a number of the purchasers, getting 
them to rate the product in comparison with other similar products 
they have used. Any adverse comments concerning our product are 
particularly noted and reported to management by the market research 
department. This report is given important weight when decision is 
made whether or not to expand the distribution of the product. 

During the sales test period the production of the product is care- 
fully followed to determine the best production and control proce- 
dures for later expanded operation. Also the product is often picked 
up from the stores in the sales test cities and returned to our labora- 
tories for examination to see that it is holding up as expected under 
the varied conditions met in the field. 

Having gone through the sales testing period with favorable re- 
sults, decision may be made to sell the product on a national basis. 
During this period also, it is the ssanmenibility of our technical people 
to canstantly watch and control the quality of the product which is 
shipped from our factories. In the case of a new product special 
quality control measures are taken by a separate quality control divi- 
sion of the research and development department which may be de- 
creased after a year or so, but constant effort is made to see that the 
products we sell and the raw materials entering into them are of 
standard quality. 

It should be made clear that all of the steps which have been de- 
scribed above are not always taken before introduction of a new prod- 
uct or change in an existing product. The steps which are taken 
depend upon the experienced judgment of our own technical person- 
nel and outside experts, based upon what is known from all sources 
which might bear upon the contemplated move, and what is unknown. 
We as a company have a business and a reputation to maintain. We 
cannot afford to make mistakes which might bring about serious loss 
of position in the industry. 

As stated earlier, we will now give specific information on a few of 
our. products and what studies were made before introducing them 
for sale. 

Halo shampoo: This product consists of the ammonium salts of 
sulfated coconut oil monoglycerides, water, ethyl alcohol, and per- 
fume. The ammonium salts of the sulfated monoglycerides are the 
active ingredients responsible for the foaming and cleansing action of 
the shampoo. They are manufactured by the reaction of glycerine 
and a sulfating agent with coconut oil, followed by conversion of the 
monoglyceride sulfates to ammonium salts. Since this active in- 
credient had not been used in cosmetics or toilet articles prior to the 
introduction of Halo shampoo, it was studied extensively before the 
product was placed on sale to the public. These studies consisted of 
determining the irritation of solutions of the material on the shaved 
-kin of rabbits and in rabbits’ eyes. Studies were made on the skin 
degreasing action of the solution by applying measured amounts of 
vegetable oil to rabbits and then washing it from their fur, followed 
by determination of the oil remaining in the hair and skin after exci- 
sion, and histological examination of the skin, hair follicles, and 
sebaceous glands. In all of these studies, the solutions were compared 
With a mild soap shampoo and with a synthetic detergent shampoo 
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which was on the market. The skin and eye irritation were found to 
be less than for the soap shampoo. The rabbit-shampooing experi- 
ment indicated that the solution had excellent detergent properties 
with little effect on the natural oils and fats contained in the skin 
proper. . 

Acute toxicity studies were made on rats, guinea pigs, and dogs by 
feeding solutions of the material in various amounts to these animals, 
followed by histological examination of their organs after sacrificing 
those on lower dosages for 10 days. It was concluded that the mate- 
rial was innocuous, its toxicity being of an order that it was highly 
improbable that a sufficient amount could be ingested by a human 
at one time, even accidentally, to produce more than a mild gastritis 
and discomfort. 

Reports of the extremely low irritation and toxicity properties of 
this product became available to us in 1937. In those days the human 
patch test was not well recognized as a technique for prediction of 
irritation, and our decision concerning the safety of the product for 
human use was based on the above careful animal studies. Wedis- 
tributed samples to a few employees for trial, and then to larger 
groups throughout the country. Results of these trials confirmed 
that the product was exceptionally mild. 

In the fall of 1937 sale of the product was started, limited to the 
Cleveland district. After a few months in this market the distribu- 
tion was expanded to the Chicago district, and in January 1939 to 
the entire country. Nation-wide experience has also confirmed that 
the products is extremely nonirritating and nontoxic. 

Although the limited sale of the product was started on the basis 
of acute toxicity data, chronic toxicity tests were run on the mate- 
rial before national distribution. These consisted of feeding lower 
amounts of the solution to rats, guinea pigs, and dogs, sacrificing 
some of them at 30, 60, 90, and 180 days for histological examination. 
The results confirmed the safety of the product and showed that no 
permanent injury could result from its use, even under any conceivable 
misuse, 

Veto deodorant cream: This product reduces the rate of flow of 
perspiration and because of this physiological effect is classified as 
a drug by the food, drug, and cosmetic laws. The product as intro- 
duced for national sale consisted of the following ingredients. 

(The list of ingredients referred to is in the files of the committee.) 

Dr. Russeit. Our laboratory work to develop a desirable product 
of this type extended over a period of several years. During this time 
we had discussions and correspondence with the Food and Drug Ad- 
ministration concerning contemplated formulations. We were re- 
quested to submit data on the suitability of the above emulsifying 
agent for use on the skin. Animal toxicity and irritation data which 
will be discussed more fully below under dental cream was submitted, 
and we were advised that a formula containing this agent, aluminum 
sulfate and other common creaming ingredients, would not be consid- 
ered a new drug as defined in the law. Aluminum phosphate was 
included in the formula specifically to reduce corrosion of fabrics with 
which the product would come into contact during use. We were 
advised to cite as active ingredients on the label the aluminum phos- 
phat and the aluminum sulfate. Results of product irritation and 
sensitization tests by the human patch-test technique were also sub- 
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mitted by us and discussed with the Food and Drug Administration, 
and likewise results of effects of the product on ‘color and tensile 
strength of fabrics, and package copy and claims. 

In the development of the product samples of experimental formu- 
lations, either the same as the finally adopted formula or minor modi- 
fications thereof, were sent out on blind product tests to about 11,000 
individuals who used the products for several weeks. Reports from 
these tests did not indicate any unusual degree of skin irritation or 
other adverse responses. 

When the product was introduced for sale in 1945 the distribution 
was limited to six sales-test cities for a period of about a year. Dur- 
ing this period a check was made among actual purchasers of the 
product and their reactions to the product were obtained. No un- 
sane ‘ted or unusual reactions were encountered and clistribution was 
expanded Nation-wicde, 

While this product was on Nation-wide sale, our research continued 
on antiperspirants and it was found that a new antiperspirant agent 
was more effective than aluminum sulfate. This agent, aluminum 
sulfamate, had never before been used in deodorant creams. Since 
our work indicated it would be a valuable material for such use, 
we asked advice from the Food and Drug Administration on what 
program of testing we might set up in order to determine whether 
it would be safe. They suggested animal irritation and toxicity tests 
and human irritation and sensitization tests. This program was car- 
ried out, and results were favorable. A new drug application, giv- 
ing details of these tests and results, was then filed with the Food 
and Drug Administration which was approved by them in November 
1948. The new formula was as follows: 

(The formula is contained in the files of the committee.) 

Dr. Russe.u. Before sale of the product, blind-product testing was 
conducted among about 3,800 individuals. Results of these tests re- 
vealed no unexpected or unusual reactions. Tests on fabrics (effect 
on color and tensile strength) also gave good results. 

The product was placed on sale in the spring of 1949 in four 
sales-test cities and limited to these cities for about 1 year. Again 
consumers who had purchased the product were interviewed and 
their reactions obtained. No indications of unusual responses were 
evident and distribution was made national. 

Ribbon dental cream : The company changed « ‘ompletely the formula 
for this product on a national basis in July 1942. The change was 
from a soap-chalk formula which had been sold for many years to a 
synthetic detergent-dicaleium phosphate formula. The new formula, 
which is also substantially the same as the present one, contained the 
following ingredients: 

(The formula is contained in the files of the committee.) 

Dr. Russeru. With the exception of the detervent, all of the mate- 
rials were well known and established as safe for use in the mouth. 
In fact, all of them except the detergent had been taken internally in 
reasonable amounts by humans. Here then, it was necessary to es- 
tablish the safety of the detergent for use in the mouth under condi- 
tions of normal dentifrice use and misuse. 

Prior to the introduction of the new dental cream the detergent was 
studied very completely for toxicity, and also, of course, for wenatang 
properties, Acute and chronic toxicity studies of 10 days and 18 
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days, respectively, were made on the detergent by feeding experiments 
on rats, guinea pigs, and dogs, followed by histological examination 
of the vital organs. As with the ammonium-salt detergent used in 
Halo, the sodium-salt was found to be of such a low order of toxicity 
that it was improbable that a human could ingest enough, even acci- 
dentally, to produce more than a mild disturbance. Irritation tests 
were run using solutions of the detergent of various concentrations on 
rabbits and in rabbits’ eyes. As with the ammonium-salt detergent, the 
sodium salts were very mild in thejr action, both on the skin and in 
the eyes. 

In order to develop a dental cream having desirable taste, foaming 
properties, color, consistency, et cetera, several different formulations 
were sent out to consumer panels in blind-product tests before the 
final formula was introduced for sale to the public. These formulas 
were smal] variations of the final formula, the composition of which 
is shown above. In these tests about 7,000 samples were distributed 
to individuals for usage for several weeks after which they reported 
their likes and dislikes by means of a questionnaire furnished to them. 
There were no indications of irritation from these usage tests. 

Another factor of importance in connection with dentifrices is the 
abrasiveness of the composition. This was studied thoroughly in our 
own laboratories and dicaleium phosphate was found to be extremely 
nonabrasive to tooth enamel before the material was chosen as the 
polishing agent to be used in our formulations. By itself and com- 
bined with the other ingredients in the formula the material was 
found to be nonabrasive. 

Sale of the product was started in the fall of 1940, limited to sale 
in four cities. It was sold in these cities for nearly 2 years before 
distribution was expanded to the national market. During this time 
there was no indication of any unusual irritation reactions. Experi- 
ence in the sales-test cities and later sale on a Nation-wide basis con- 
firmed the safety of the product. 

In closing, may I point out that the present law forbids the sale of 
products which contain any substance which may render them injuri- 
ous to users under the conditions of use prescribed in the labeling, or 
under such conditions of use as are customary or usual, and provides 
penalties for violations. The Food and Drug Administration has 
been vigilant to protect the public interest by enforcing the law and 
it has been my experience that they have also been most helpful to 
companies which seek their assistance. In addition, I believe most 
manufacturers realize that it is good business to market only products 
which the consumer finds satisfactory and therefore take all reason- 
able steps to assure the quality and safety of their products. 

Mr. Kuirinrrmip. Dr. Russell, does your company make any soaps? 

Dr. Russeii. Yes: we do. 

Mr. Kirinrecp. They don’t appear to be listed in the list which you 
gave us. 

Dr. Russert. Our understanding was that the committee was set 
up to study cosmetics and as soaps aren’t defined as cosmetics—— 

Mr. Kierxrecy. Well, we asked you in our telegram to include 
soaps; did we not? 

Dr. Russet. Yes: we received a telegram asking us to include 
soaps and detergents, and we interpreted that to mean insofar as cos- 
metics were concerned. TI have covered the synthetic detergents 
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rather thoroughly, and other of our cosmetic formulas which con- 
tain soaps. 

Mr. Kiermrevp. Well, when we said soaps, we meant soaps, of 
course. 

Do you make any soaps ¢ 

Dr. Russet. Yes. 

Mr. Kiernretp. How many / 

Dr. Russeit. I can’t answer that. Very many. 

Mr. Kiermrevp. Do you perform the same kind of testing on your 
soaps as with your other cosmetics? 

Dr. Russeci. I am not very well qualified to answer that question 
because my field is all the toilet articles, and we do not consider soaps 
in the toilet articles division of our company. 

Mr. Kuiernretp. Why is that? 

Dr. Russeiy. I can’t answer that, except that is the way it has been 
set up by management. 

Mr. Kiernrevp. Palmolive soap is vour product ? 

Dr. Russevi. Yes, sir. 

Mr. Kieinretp. Would you not call that a toilet article / 

Dr. Russexx. It is a toilet article, but not a cosmetic, as defined by 
the Food, Drug. and Cosmetic Act. 

Mr. Kiernreip. Well, not a cosmetic because the act excludes soaps 
in so many words? 

Dr. Russet... That is correct. 

Mr. Kurrnreip. Why should soaps be excluded from the definition 
of cosmetics / 

Dr. Russet. Well, perhaps, because they are so well known. 
When we refer to soaps as salts of fatty acids, they were well known 
and used for many years without damaging effect. 

Mr. Kieinrevp. Not all soaps are made of the same material: is 
that correct? Is your soap like all other soaps? 

Dr. Russetn. As | said. { am not a soap man. 

Mr. Anernetiy. I would say they are better. 

Mr. Kurmnretp. Maybe, but soaps are made of different ingredients; 
are they not / 

Dr. Russe... Soaps are made from the reaction of a fatty oil with 
caustic to produce the sodium salts of fatty acids, which are soaps. 

Mr. Kuiernrexp. Different formulas are used: are they not? Are 
perfumes added from time to time? 

Dr. Russet. Perfumes—— 

Mr. Kiernretp. And other materials—coloring ? 

Dr. Russet. I am not a soap expert. Perfume and coloring, yes. 

Mr. Kuernrevp. If we assume that different materials are used in 
soaps, just as are different materials are used in cosmetics, is there any 
reason why the same precautions should not be taken with soaps*as 
with other cosmetics ? 

Dr. Russet... Not in my opinion; no, sir. 

Mr. Kiernrecp. Soaps can get in your eyes as well as shampoos? 

Dr. Russet. Surely. 

Mr. Kuerxrevp. In fact, what is the difference between soap and 
a shampoo? 

Dr. Russrerz. I mentioned in here a soap shampoo and a synthetic 
detergent shampoo. 
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Mr. Kuernrevp. For instance, you might shampoo your hair with 
a regular bar of soap, if it were a good soap like Palmolive? 

Dr. Russetn. Yes; I think there are advantages in using a special 
shampoo. 

Mr. Kie.nrecp. Are your products submitted to the Committee on 
Cosmetics of the American Medical Association ? 

Dr. Russet. No, sir. 

Mr. Kuirinrevp. On page 3, Doctor, you discussed certain tests 
which were made, and one of the tests mentioned is irritation tests 
on rabbit eyes. You do that with your shampoos ?¢ 

Dr. Russecn. We have them done by outside laboratories; yes, sir. 

Mr. Kureinrevp. Have you always done it on your shampoos? 

Dr. Russeix. This goes back to 1937. It was done on this shampoo 
back in 1937; yes, sir. 

Mr. Kuernreip. So, back in 1937 you did make tests on rabbit eyes? 

Dr. Russeiu. Yes, sir. 

Mr. Kiernrevp. With a shampoo? 

Dr. Russeiu. Yes, sir. 

Mr. Kuernre tp. You thought it was necessary / 

Dr. Russein. Yes, sir. 

I must say in that connection, I am not sure they were rated in the 
same way they are rated now in those irritation tests, but they were 
compared with a soap solution and in this case found to be less irritat- 
ing than soap solution under the same conditions of tests. 

Mr. Kuiernrevp. But the solution was put in the eyes of rabbit; 
before it was sold on the commercial market ? 

Dr. Russet. That is right. 

Mr. Kueinrexp. I think you said we should do the best we can in 
making tests before putting any product on the market, and even 
though perhaps all injury cannot be avoided, sibly, you think 
everybody should do his best to minimize, as far as possible, any 
adverse reaction to the consumer; is that right? 

Dr. Russevx. Yes. 

Mr. Kuernretp. And that would include patch tests ? 

Dr. Russe... In most cases. 

Mr. Kuernrecp. Well, when wouldn’t you use patch tests? 

Dr. Russet. Well, it depends on the change in the product. Some 
of the other people have mentioned where you are changing propor- 
tions of the ingredients in a formula you might not, as where you are 
changing a shade of face powder. 

Mr. Kuernrecp. If you change proportions, wouldn't that indicate 
to you that you should make a patch test? 

Dr. Russexi. That would depend on how great the change in pro- 
portions was. The point I am trying to make is that I believe you 
must use judgment in these things. 

Mr. Kierreip. Who in your company exercises that judgment? 

Dr. Russet. Our technical people, plus the consultants that I have 
ee, We have a consultant dermatologist who would help on 
that. 

Mr. Kuervrevp. And do you seek his advice on each change in 
formula ? 

Dr. Russeiy. No, we do not. Sometimes we use our own judgment. 

Mr. Kvetsrevp. Thank you, Doctor, I have no further questions. 

The Cuarmmayn. Mr. McDonough. 
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Mr. McDonoven. Do you recall any instances where your prod- 
ucts—or would it come to your attention where there was any com- 
plaint from the public about deleterious effects from using your 
products ¢ 

Dr. Russetn. No, sir; some letters I am sure we have had which 
sound like allergies. 

Mr. McDonoven. I mean serious effects. 

Dr. Russet. No, sir. 

Mr. McDonoven. Do you think there should be any additional legis- 
lation necessary to protect the public’s health in the use of cosmetics ¢ 

Dr. Russevx. I think that is a very difficult question to answer, and 
it is a very difficult problem. I think the matter of definition is very 
difficult, the difference between a drug and a cosmetic. and when you 
would say a cosmetic it might be a drug. I think it would be a very 
difficult problem. I feel that the companies must protect the public, 
the public must be protected against possible things that can be done. 

Mr. McDonoven. Do you use any estrogenic hormones in any of 
your products / 

Dr. Russett. No, sir: we do not. 

Mr. McDonoveu. Do you think there is a difference between the 
cosmetic effect of an application and the therapeutic effect of an ap- 
plication? In other words, do you think the cosmetic effects are 
therapeutic at all ¢ 

Dr. Russet. Yes: in some cases. Certainly the antiperspirant is a 
therapeutic effect. It isa drug effect. It isa physiological effect. 

Mr. McDonoven. Although the Food and Drug didn’t agree and 
wouldn’t put it on the drug list for you ¢ 

Dr. Russet. They agreed it was a drug, but not a new drug. 
Then when we asked to use a different material, they said, “That is a 
new drug.” 

Mr. McDonoven. So it is a cosmetic, and you have to pay the luxury 
tax to buy it? 

Dr. Russern. No, Iam not sure of the tax situation. 

Mr. McDonoven. I mean if it is a cosmetic, you pay it, and if it isa 
drug, you don’t ? 

Dr. Russe.y. I don’t know. 

Mr. McDonoven. That is all. 

The Cuamman. Thank you, Doctor. 

Mr. Kuernvrevp. Mr. Martin. 

The Cuarmman. Your name and address? 

Mr. Martin. Jean Martin, Fifth Avenue—Rockefeller Center, New 
York City. 

(The oath was administered by the chairman.) 

The Cuarrman. Mr. Martin, I see it is so late, I wonder if you can 
come back on Monday? 

Mr. Marry. Certainly. 

The Cuamman. We will call you on Monday as the first witness. 

Mr. Kirrvreitp. We have two doctors scheduled for Monday morn- 
ing. If Mr. Martin comes at 11 o'clock, we can put him on then. 

Will that be all right? 

Mr. Martrn. Surely. 

The Cuatraan. We will recess until Monday morning at 10 o'clock. 

(At 4:45 p. m., a recess was taken until Monday, January 14, 1952, 
at 10 a.m.) 
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CHEMICALS IN FOODS AND COSMETICS 


MONDAY, JANUARY 14, 1952 


House or RepresenTATIvVEs, 
Sevecr Commirrert To INVESTIGATE THE 
Use or CHEMICALS IN Foops anp CosMETICs, 
Ne ” York City, N. if 

The select committee met (pursuant to H. Res. 74 and H. Res. 447, 
s2d Cong., Ist sess.; continuing of the investigation and study begun 
under authority of H. Res. 323, 81st Cong., 2d sess.) , at 10 a. m., in room 
128, United States Courthouse, New York City, N. Y., Hon. James J. 
Delaney, chairman, presiding. 

Present: Representatives Delaney of New York, Hedrick of West 
Virginia, and Horan of Washington. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel. 

The Cuarmman. Let the committee be in order. 

Call your first witness, Mr. Kleinfeld. 

Mr. Kueixnretp. Dr. Peck. 

The CuatrMan. Your name and address, Doctor / 

Dr. Peck. Samuel M. Peck, 33 East Seventieth Street, New York 
City. 

(The oath was administered by the chairman.) 

The Cuamman. You may proceed. 


TESTIMONY OF SAMUEL M. PECK, M. D., NEW YORK, N. Y. 


Mr. Kueinrecp. Dr. Peck, where did you obtain your medical 
degree ¢ 

Dr. Peewx. College of Physicians and Surgeons, Columbia Uni- 
versity, 1924. 

Mr. Kueinrecp. And you are a fellow of the American Medical 
Association ¢ 

Dr. Peck. I am a fellow of the American Medical Association. 

Mr. Kuerwreip. How long have you specialized in the field of 
dermatology ? 

Dr. Peck. For over 20 years. 

Mr. Kurinrevp. Are you certified in that specialty by the American 
Board of Dermatology and Syphilology ? 

Dr. Peck. I am. 

Mr. Kurinreip. Are you a member of the American Dermatologica! 
Association / 

Dr. Peck. I am. 

Mr. Kiersrecp. And a member of the American Academy of Der- 
matology and Syphilology ? 

Dr. Peck. I am. 
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Mr. Kierretp. And you are affiliated with the American Public 
Health Association ¢ 

Dr. Peck. Lam. I am a fellow. 

Mr. Kierrevp. And you are a coauthor with Dr, Louis Schwartz 
of a book in the field of dermatology ¢ 

Dr. Peck. Iam. 

Mr. Kuzrreitp. What is the name of the book? 

Dr. Peck. Cosmetics and Dermatitis, and another book—Occupa- 
tional Diseases of the Skin. 

Mr. Kuierretp. Also with Dr. Schwartz? 

Dr. Peck. Also with Dr. Schwartz. 

Mr. Kuerxrecp. Have you contributed papers in the field of derma- 
tology to,the professional publications? 

Dr. Peck. About a hundred. 

Mr. Kiernrevp. Are you also a practicing dermatologist ¢ 

Dr. Peck. I am also a practicing dermatologist. 

Mr. Ktietwretp. Do cosmetic producers, manufacturers, and dis- 
tributors consult with you from time to time? 

Dr. Peck. They do from time to time. 

» Mr. Kieryretp. Will you please read your statement. 

Dr. Peck. Most of the ill effects which I have encountered following 
the use of cosmetics have been in the form of a contact dermatitis. In 
the great majority of cases, the eruption was of an allergic nature. 
Contact dermatitis can be caused by both primary irritants and sen- 
sitizers. 

Primary irritants and sensitizers can be defined as follows: A pri- 
mary cutaneous irritant is an agent which will cause dermatitis by 
direct action on the normal skin at the site of contact if it is permitted 
to act in sufficient intensity or quantity for a sufficient length of time. 

A cutaneous sensitizer Is an agent which does not necessarily cause 
demonstrable cutaneous changes on the first contact, but may effect 
such specific changes in the skin that after 5 to 7 days or more, further 
contact on the same or other parts of the body will cause dermatitis. 
In other words, following the development of an allergic state. 

A primary irritant may also be a sensitizer. In such an instance, the 
primary irritant is used in a dilute concentration so that it does not 
act as a primary irritant any longer, but only elicits a reaction in the 
skin when the sensitivity develops. 

In the majority of the cases, only a few individuals develop derma- 
titis from sensitizers in cosmetics. Such chemicals are innocuous to 
most people. Allergic dermatitis in the average case is due to a 
peculiar constitutional idiosyncrasy in the allergic individual. There 
are chemicals, however, which have a high potential for causing sensi- 
tization reactions. Their use may effect such a large percentage of 
people that these chemicals should probably not be used in cosmetics. 

A sensitization dermatitis unhke that due to most primary irritants 
only develops after a lapse of time which is referred to as the incuba- 
tion period; that is the period of time during which sensitization takes 
place. Once this sensitivity develops, not only will the area where the 
cosmetic or the chemical was applied show a specific reaction, but 
sites which were never in contact with the chemical in the first place 
will also become sensitive. This is the point which I tried to bring 
out in the definition of a sensitizer. This statement is true of most 
allergic contact dermatitis. 





Pe eT 





sage 


Rei AGES AES iad cae 


Vel Sete net si: 


SOSA Sct R34 


Rie +0 





CHEMICALS IN FOODS AND COSMETICS 1237 


This induced sensitivity or allergy is specific and in the average 
case will only be elicited by contact with a chemical of the same or 

closely related structure. It should also be pointed out that even with 
the specific allergic dermatitis those areas in the skin where abrasions 
are present or which have an unusually thin laver of epithelium are 
more easily sensitized than other normal areas of skin. 

The incubation period for the development of sensitivity varies. 
It depends to some extent on the nature of the sensitizer, its concentra- 
tion, the duration in which it is used, and individual factors. The 
average time for the development of the sensitivity may be said to be 
between 10 to 21 days. In some instances it may take much longer. 
It is this difference in time that it takes for sensitivity to occur which 
renders it difficult in some instances to properly evaluate the potential 
sensitizing index of a chemical. 

The cosmetic manufacturer who has any competent advisers on his 
staff will rarely, if ever, use a primary irritant in his cosmetic formulas 
unless it is used for specific reasons. The fact that irritants are rarely, 
if ever, used in cosmetics is borne out by the fact that occupational 
dermatitis among employees in a factory manufacturing cosmetics 
is relatively low. If the ingredients could be classified as primary 
irritants or strong sensitizers, much more occupational dermatitis 
would be seen among such employees. 

In the textbook by Dr. Schwartz and myself—Cosmetics and Derma- 
titis (Paul B. Hoeber, 1946)—we give a list of chemicals which can 
act both as primary irritants and sensitizers. It must be borne in 
mind that in the list of chemicals which may act as primary irritants 
the concentration of these chemicals which do act as such irritants is, 
as a rule, not used in most cosmetic formularies . 

Certain cosmetic procedures, such as depilation, hair waving, and 
hair straightening employ chemicals which are known to be primary 
irritants if they are allowed to act on the skin for a sufficient length 
of time. In most instances, especially in the use of hair-waving prep- 
arations, it is the operators in the beauty parlors who suffer more from 
the dermatitis than the users. This is due to the fact that they come in 
contact with these irritants much more frequently and for a much 
longer duration of time than the users of such cosmetics. 

There are a number of chemicals which may act as weak pr imary 
irritants. These weak primary irritants may take weeks or even 
months of prolonged contact to produce a dermatitis. The oe Ra of 
such chemicals must be known before they are put on the market. 

One must clearly differentiate between aecidents which may occur 
from the use or rather from the misuse of cosmetics and those which 
may occur when indavertently some unknown chemical substance is 
used in a cosmetic formulation. There are instances where the use of 

depilatory may cause a direct primary irritant dermatitis. This 
may be due to the fact that they are used on the wrong part of the 
skin or they have been left on too long. Also, there are rare individuals 
who become easily irritated even when the cosmetic is used in the 
prescribed manner. Such facts must be recognized by both the manu- 
facturer so that he can give proper instructions and point out the pos- 
sible reactions which may occur after the use of such cosmetics, and 
by the users so that they can take the proper precautions by being in- 
formed properly of the possible dangers from the misuse of these 
cosmetics. 
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1 am strongly in favor of a regulation that would require a manu- 
facturer to properly acquaint himself with the dangers which might 
occur from the use of a new chemical whose potential toxicological or 
sensitizing potency is unknown. Enough time has elapsed in the use 
of the common ingredients which go into most cosmetic formulations 
<o that one does not have to fear that there is not sufficient data to allow 
such chemicals or their combinations to be put on the market. 

However, with the rapid strides which are being made in the 
chemical field and with the newer substances which are being intro- 
duced into both foods, drugs, and cosmetics, I believe that it is im- 
portant that before such new chemicals are placed on the market that 
their properties should be investigated from every angle. It would 
be helpful both to the manufacturer as well as to the authorities who 
are responsible for the proper administration of any law for the regu- 
lations of such sales. if it was clearly stated just what testing is re- 
quired by the manufacturer before such new chemical formulations 
come into general use. 

The work that was done during the war, where many new types of 
chemicals were used in materials which come into close contact with the 
skin has brought out the value of the procedures recommended for 
evaluation of the irritating and sensitizing potentials of the new 
chemicals which were introduced at that time. It must also be pointed 
out that in rare instances the use of a known substance in an entirely 
new type of vehicle should, perhaps, be classified as a new drug and 
require retesting. This is so because the use of a vehicle which allows 
for more intimate contact of the chemical with the skin may facilitate 
absorption and may render the toxicological data and the previous 
sensitizing evaluation of the chemical incomplete under the new set 
of conditions. 

Once it has been decided that no new chemicals can be used in cos- 
metics without proper testing, it would be insufficient just to write that 
into the law, unless as I said before, the proper procedure for testing 
was agreed upon. Such proper procedures are not easy to formulate 
and I can only state my opimion in a general way which I am sure 
will need precise modification after proper consultation and confer- 
ence with authorities in the field. I would like to make the following 
suggestions. 

Toxicological studies on animals including tests for primary 
irritation should be required. 

2. Once the chemical or the formulation has been proven to be non- 
toxic in the manner in which it is to be used, the sensitizing index 
of the chemical or chemicals combined in the preparations should be 
determined. The minimum number of test persons should be 200. 
However, because of the possible factor of statistical error, 500 would 
probably be a better group to use. Usage tests under the supervision 
of competent authorities are by and large better than repeated patch 
tests especially where cosmetics are employed. In my opinion, a 
dermatologist who is an American oe member is best qualified to 
supervise the testing of such cosmetics. I say this not because I am 
a dermatologist, but because I have found that the particular training 
which a dermatologist has received allows him to recognize minor 
reactions and early reactions which would not be noted by those im- 
properly trained. These minor reactions might later turn out to be 
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Finally, it must be emphasized again that unpredictable and un- 
known reactions from chemicals may occur which cannot be pre- 
determined by any sort of testing. Such is best exemplified by the 
nail changes following the use of fingernail coat ings. ‘The important 
thing is that once such reactions occur, they should be recognized and 
properly evaluated. 

The Cuarrman. Mr. Kleinfeld. 

Mr. Kurinrevp. Dr. Peck, you say on page 2 of the statement that 
we have that—— 

The cosmetic manufacturer who has any competent advisers on his staff will 
rarely if ever use a primary irritant in his cosmetic formulas unless it is used 
for specific reasons. 

What do you include in the term “competent advisers” / 

Dr. Peck. A competent adviser would be properly covered by a 
number of men. One is a chemist who knows the possible changes 
which may occur in the chemical once it is put in a preparation under 
varying conditions. Then the final state of chemicals when they are 
formulated in the cosmetic. 

No. 2. Competent medical or trained authorities who would be able 
to test out the toxicological properties of any of the chemicals. 

Finally, as I tried to emphasize in my prepared statement, if it is 
to be used on the skin, I believe he should have a competent derma- 
tologic authority to advise him on the sensitizing, irritating properties 
of the chemicals and their reaction as to the skin. 

Mr. Kurernrevp. Then, as I gather your statement, you don’t believe 
it would be nearly satisfactory if the cosmetic manufacturer merely 
employed a few chemists to make tests: is that correct / 

Dr. Peck. That is correct. 

Mr. Kuernrevp. Later on you make this statement, Dr. Peck: 

There are a number of chemicals which may act as weak primary irritants. 
These weak primary irritants may take weeks or even months of prolonged 
contact to produce a dermatitis. The reaction of such chemicals must be known 
before they are put on the market. 

Suppose I propose to put out a cosmetic. In order to be completely 
safe, I decide I will take this new concoction and use some on myself 
and on a couple of friends. Because I apparently suffer no adverse 
reactions, and these few friends or relatives don’t, I then put the 
cosmetic on the market. Is that sufficient testing? 

Dr. Peck. That certainly is not. 

Mr. Kieinrecp. In your statement, you say— 

One must clearly differentiate between accidents which may occur from the 
use or rather from the misuse of cosmetics, and those which may occur when 
inadvertently some unknown chemical substance is used in a_ cosmetic 
formulation. 

When you say “inadvertently,” Doctor, what do you mean? 

Dr. Peck. Let’s take this, for instance. I have had this occur on 
a few occasions. A woman will buy a depilatory, and it may state 
how this should be used on the arms and legs—and the manufacturer 
is perfectly honest—for a certain period of time, and then she uses 
it to remove eyebrow hair, and some of it runs into her eye and may 
cause damage tothe eye. That is a misuse of cosmetics. 

Now, inadvertently, if I may go on, counselor, inadvertently using 
cosmetics is what happened re ently when a base coat was put out 
for nail preparation. As I understand it from the long drawn-out 
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controversy which followed among medical men, the manufacture) 
apparently had competent medical authority, dermatologists, who 
then went on to test in the usual manner following some of the con 
ditions laid down by Dr. Schwartz and myself for testing chemical. 

Now there they had an entirely new set of conditions inadvertent], 
used. They had a synthetic resin and they had a formaldehyde prep 
aration. Nobody knew, as far as I could tell—when we first saw 
those cases they were even unrecognized—that if some of that sub 
stance got under the nail it acted in two ways: One, it was a sensitize: 
as far as the formaldehyde was concerned, and two, resin produced 
keratosis of the nail bed. Perhaps they could have gotten competen: 
authority in the allergy field and among the dermatologists who were 
acquainted with such substances, and who were especially acquainte:! 
with phenol formaldehyde resins, who could tell them that the, 
should not use that type of preparation on nails beeause of its sensitiz- 
ing potency. I certainly wouldn't, because during the war, while I wa- 
in the Public Health Service, we experienced formaldehyde dermatiti- 
in airplane manufacture where phenol-formaldehyde resins were used, 
and it is a product I wouldn't use in cosmetics if it could be avoided. 

Be that as it may, they followed the usual procedure, and apparently 
on hundreds of people they found a low index of sensitization. But 
inadvertently they didn’t know there was a weak primary irritant 
reaction which under the nail produced almost a wartlike growth of 
the nail bed, and that is where we were puzzled, because it took weeks 
and even months to develop on some people, and we very often got 
a negative patch test to the formaldehyde fraction. Therefore. it 
must have been something in the resin or combinations that acted as 
an irritant. 

I also heard recently about a quaternary ammonium compound, for 
instance, that was used in a shampoo, which produced corneal opacity 
when it got into the eye. Apparently they tested that substance, in 
the routine way and the controversy now is whether the right concen- 
tration of the shampoo was used for testing or whether I would recom- 
mend that you should use the eye as a test object. 

To answer that last, I would recommend, as I have, that eye tests cai 
be carried out on animals. Certainly you wouldn't use a human sub- 
ject. You could have picked up that type of reaction probably by 
using a rabbit’s eye. 

Mr. Kuiervrevp. Let’s discuss the two situations which you men- 
tioned, in reverse order. You say you would have tested that sham- 
poo in the eyes of a rabbit before using it? 

Dr. Peck. I don’t think so. I would now. 

Mr. Kie1nrextp. You would not have then? 

Dr. Peck. No; because—let me qualify it this way. If it was a 
brand-new chemical that had save Tenie used, I would have required 
it. since I knew nothing about that chemical, that before they turned it 
over to me, they would have to give me the proper toxicological data, 
and I might have included at that time a rabbit-eye test, but not in an 
ordinary shampoo. But that I wouldn't call an ordinary shampoo. 
That was a chemical I knew nothing about, so I might have required a 
rabbit-eve test. 

Mr. Kueryrecp. Suppose we have a situation where we want to 
concoct a shampoo and want to use a wetting agent which in itself. 
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haps, has been shown in certain concentrations not to prove harm- 
Pal. We also want to use a quaternary compound which in itself, in 
certain concentrations, hasn’ n shown to be harmful. We want to 
put the two things together. Wouldn’t the manufacturer of the 
shampoo, if he were careful and if he knew that shampoo sometimes 
gets in people’s eyes, wouldn’t he as a conservative, cautious person, say 
“Let’s do some animal testing first’’? 

Dr. Peck. He certainly should. 

Mr. Kiernrecp. And in the case of the base coats, is it asking too 
much of a manufacturer to attempt to perceive the things that should 
happen ? 

For example, if I wanted to distribute a cosmetic for use on the 
surface of a person’s nails, would it be very unlikely to forsee that some 
of it might get underneath the nail and touch the skin? 

Dr. Peck. Notatall. It does. 

Mr. Kuetnrevp. Well, then, we ought to consider those contingen- 
cies before we put a cosmetic on the market, shouldn’t we? 

Dr. Peck. I think so. 

Mr. Kuxrnrevp. Later on, Doctor, in your statement, you say there 
are rare individuals who become easily irritated even when the cos- 
metic is used in the prescribed manner. Probably a very small 
minority of the Dios? 

Dr. Peck. Yes. 

Mr. Kuiernrevp. And I assume that such facts must be recognized 
by both the manufacturers and users of these preparations. They 
must be recognized by the manufacturer so that he can give proper 
instructions and point out the possible reactions which may occur 
by reason of the use of such cosmetics, and by the users, so that they 
may take the proper precautions by being informed properly of the 
possible dangers from the misuse of these cosmetics. 

As I understand you, Doctor, you say you know there are people 
who misuse cosmetics ? 

Dr. Pecs. Yes. 

Mr. Kizrnretp. And the cosmetic manufacturer knows that too? 

Dr. Peck. Yes. 

Mr. Kuernreip. We have all sorts of human beings. And since the 
manufacturer knows there are some people who may misuse his prod- 
uct and therefore may possibly be injured, should he put some warning 
on his label? 

Dr. Peck. Yes. 

Mr. Kuernrevp. As to the possible adverse reactions which may 
occur from misuse; is that correct ? 

Dr. Peck. That is correct. 

Mr. Kuixrnrexp. In other words, if he says “Use this twice a day,” 
and if he knows if it is used 3 or 4 times a day it may create some 
nae at may say “Warning or caution: Don’t use more than twice 
a day. 

Dr. Pecw. That is right. 

Mr. Krzmreip. And if he recommends it for use on the hands and 
arms, and for use in only a certain quantity, and if he knows there 
may be some danger of misuse, you believe, as I understand your 
statement, that the user should be warned specifically against misuse ? 

Dr. Peck. And in enough detail so it is properly understood. 
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Mr. Kuernrevp. You specify the general types of tests which might 
be set forth? 

Dr. Peck. I do. : 

Mr. Kueryretp. In view of the great numbers of chemicals used, 
the great numbers of preparations, the great numbers of combinations, 
the great numbers of spots on the body where a cosmetic may be 
used, I imagine that those tests, in fairness to the manufacturers. 
would have to be somewhat flexible, would they not ? 

Dr. Peck. Very flexible. AD 

Mr. Kuernreip. They might vary depending on all the criteria 
which I mentioned. 

Dr. Peck. Yes. 

Mr. Kuernrevp. And merely listing certain tests would be just a 
general guide; is that right? 

Dr. Pecx. That is right. 

Mr. Kuernretp. And you do believe that before some new prepa- 
ration or even a changed formula of an existing preparation is sold. 
the general types of testing which you suggest should be carried 
out? 

Dr. Pecx. I do. 

Mr. Kuerrevp. The patch tests which you recommend in item two— 
who should perform those tests, Doctor ¢ 

Dr. Peck. Well, I believe that a dermatologist is best qualified to 
perform those tests. 

Now I want to make one thing clear. I am quite well acquainted 
with regulations that require that before a paraphenylenediamine 
hair dye is used that the beauty parlor operator dabs a little bit behind 
the ear and waits as long as 72 hours, if they are conscientious, in some 
instances, to make sure that the user is not sensitive. That I think 
is a rather silly procedure, because, first of all, if we should admit 
that test is sufficient, you may have what is known as a delayed reac- 
tion which might take 5 days. Let us say it is rare. Is the operator 
competent to determine a 1-plus reaction? Is anyone who doesn’t 
understand the reaction of patch tests competent to pick up the minor 
reactions which may mean that allergy is about to develop? 

This is from a purely scientific viewpoint and talking about tests 
which have proven their value. 

Now, I will admit, and I will qualify that statement, that by and 
large if it has been shown statistically that it is sufficient for the 
beauty parlor operator to dab a little bit of dye on the neck and that in, 
let us say, 99.9 percent of the cases, or 95 percent, that is sufficient, 
well, then, it is a practical test and it has proven its worth. And, 
of course, the dermatologist has a little warped viewpoint. I see the 
cases in my office that get into trouble, so that statistically I may 
have the wrong impression, not having data as far as the industry at 
large is concerned. But for the testing for the sensitizing index of a 
chemical, I certainly think it is the properly trained dermatologist 
who is the one to conduct the test. 

Mr. Krernretp. What kind of cases have you come in contact with, 
Doctor? 

Dr. Peck. From the hair dyes particularly? 

Mr. Kueryrevp. That is right. 
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Dr. Peck. Well, I have had cases of people who were sensitive to 
paraphenylenediamine hair dyes all the way from the slight derma- 
titis around the forehead to quite a generalized dermatitis. 

I have had cases that had to be hospitalized. 

I must say that considering the number of people who use hair dyes 
or are exposed to hair dyes, it is a small number. And I have had 
people who didn’t realize that once they were — to a hair dye 
and became sensitized, they might also develop dermatitis from fur 
dyes. I have had quite a few of those. 

“I have seen a great many cases among people in the fur industry 
who handle the paraphenylenediamine dyes. 

I have seen people who develop brittleness of the hair from just the 
use of the dyeing procedure without a sensitivity. But I must say, 
considering the number of people who use it, that number is quite 
small. 

Mr. Kuernreip. And if you apply a product on one spot on the 
body, the reaction may sometimes develop in some entirely different 
area, may it not? 

Dr. Peck. It may; yes. 

Mr. Kurrnrevp. That is all. 

The CratrMan. Doctor, suggestions have been made that we have 
informative labeling. Could you give us the benefit of your experi- 
ence on that? 

Dr. Peck. One of the greatest obstacles of the practicing derma- 
tologist in determining what ingredient or ingredients are the cause 
of dermatitis is the fact that he doesn’t get enough information from 
the label just what the ingredients are. 

In many instances, unless he is acquainted with the formulation, 
that is true. And the second thing is, very often while he may find 
some manufacturers who are very cooperative and will send him the 
ingredients, many won't, and he can’t obtain the ingredients to do his 
testing. 

Most manufacturers will label the ingredients which are the so- 
called active ingredients. Maybe it is impossible to list all of the 
ingredients. Certainly it wouldn’t be possible with a perfume. 

The Cuarrman. Then it would be helpful in the treatment of the 
patient, in the event anything should occur, to have the ingredients 
specified in the labeling ¢ 

Dr. Peck. Yes, sir. 

The CHamrman. With that information. 

Dr. Peck. I certainly believe it would. 

The Cnarman. But from your experience, would a user be apt to 
read the labeling or a piece of paper that contained that information ¢ 

Dr. Peck. That is a very rare user who bothers with that at all. 

The CHatrman. That has been my experience. 

Dr. Hedrick ¢ 

Dr. Heprickx. Doctor, several months ago my wife developed a very 
painful finger, that is, the nail of the finger. I think it is the index 
finger of the left hand. I examined her finger and found there was 
fluid being collected under the nail. I also found she used this base 
coating. 

I just wondered how that fluid got into the central part of that 
nail, right in the center of the nail. It wasn’t around the edges or 
cuticles, it seemed to start right in the center of the nail. 
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Dr. Peex. That’s a very interesting point you bring up, because I 
don’t believe that with all the publications we agg me including 
a symposium held on that ewe at the American Academy of Derma- 
tology sometime past anybody how that accumulation of 
fluid developed under the nail with apparent freedom around the 


edges. 
ions there were several theories advanced. One was that the oper- 
ator forced it in there. That didn’t offer an explanation to me. 


Perhaps what happened is that that particular base coat had some 
etration and sort of wheedled its way 


ve uliar properties of 
sed Teale. was accumulated in the center of the nail bed. You know 


one of the explanations for brittleness of the nail is not that the nail 
polish removers remove the fat, but that b putting on a lacquer which 
is what nail polish is, you didn’t allow for evaporation through the 
nail. Evaporation does occur even ae you think that the nail 
is impermeable. Actually what happened, I believe is the combina- 
tion of an irritating combination, if they still used a base coat plus 
a lacquer which prevented evaporation resulted in fluid under the nail. 

Perhaps this is a much better explanation than some of the others 
that have been offered. But be that as it may, nobody quite knows. 

Dr. Hepricx. Have you had any patient who lost the nail completely 
from the use of this base coat? 

Dr. Pecx. I have had quite a few patients whose nails came off, 
but, as I recall, I don’t remember one instance where the nail didn’t 
come back. ’ 

Now, I will say that there was one patient who had one nail that 
didn’t grow back, but I think it is because the doctor had made a 
wrong diagnosis of a fungus infection and removed the nail and 
seraped the base. But most of those cases, as far as I know, all of 
them in my practice, the nails came back. Some of them had quite 
a bit of to-do about it, though. 

Dr. Hevricx. Doctor, people vary in hypersensitiveness to chemicals 
and drugs. One patient may be hypersensitive to one particular drug 
or chemical which perhaps many others could use without being 
affected. 

Dr. Pxcx. That is correct. 

Dr. Hepricx. How are you going to handle that situation with 
all these cosmetic preparations? 

Dr. Pecx. The situation is even more complex than that, Dr. 
Hedrick. 

We are running now into the question of cross-sensitization. I 
hate to bring up this word now. It is complex enough. But very 
many chemicals have a common nucleus, unless that is properly 
evaluated, you may think you are using something entirely Nifferent 
and develop an eruption following sensitization of one chemical 
because you used something that was similar. Let me explain that, 
and that is a situation which will-take a deal of di jon. 

For instance, everybody now uses antihistaminics. Very few 
people know that if you become allergic to some antihistaminic, you 
may become cross-sensitive because of the similarity in the nucleus 
to novocain and sulfa drugs. So that somebody who develops a 
rash from the antihistaminic will suddenly find after taking a sulfs 
drug or being injected by their dentist with novocain that there will 
develop an eruption, beeause of an unsuspected cross-sensitivity. 
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Those are the kind of facts that have to be disseminated to the 
médical public. But to answer your question directly, in the majority 
of the cases, without taking this new complex facet into considera- 
tion, I would say that if you test enough people—we have found 
practically during the war in cosmetics, in chemicals, which came 
in contact with the skin, that if we tested enough people in a usage 
test or by repeated patch tests, statistically we could predict what 
would pegoe. Actually, we had the Army statistical service draw 
us up graphs. 

For instance, if you use a thousand people and you test them and 
only one out of a thousand develops any sensitization, then it was 
fairly safe. If, let us say, out of 200 or 300 people none developed 
it, or only 1, in the average case it was absolutely safe. But as 
soon as you got 1 out of 200 and you could repeat it on the next 
200, then that is a very sensitizing chemical. 

Dr. Hevricx. Doctor, what is your opinion of the use of estrogenic 
hormones in face creams? Do you think it is perfectly safe to use 


therm ? 

Dr. Pecx. That is a very interesting question. I think that the best 
way to answer that is the question of how much is in the cream— 
how much estrogen is in the cream. 

Now hormone creams have been used for many years and, of course, 
as you are well aware, that has been a subject of a great deal of con 
troversy about the possible dangers. 

I think in a dosage of 7,500 to 10,000 international units per ounce, 
there has not been sufficient or there has been no evidence of enough 
systemic absorption to warrant barring them from the general public 
use. 

Now in doses above that. I think that we have to be very cautious in 
advising people in their use. 

Dr. Plbarck. Do you believe anything above 10,000 international 
units per ounce, possibly, should be by prescription only? 

Dr, Peck. I would say that if my opinion would carry enough 
weight so that I had a decision to make, I would rather say yes. I 
would like above 10,000 units to be on prescription. Not that I have 
any évidence how much above 10,000 that would cover. 

r. Heprick. Have you actually seen any improvement on the skin 
in elderly people who had wrinkles from the use of creams of this 
type? 

Dr. Peck. Let me put it this way: I have been acquainted with a 
large series of tests where hormone creams were used to see if you 
could stop or prevent aging of the skin. Most women who use hot- 
mone creams, if they are above the age of 50, I think their wish is 
father to the thought. I think they don’t become young again. And 
they can spend all the money they wish. 

Also, if you were to ask my opinion whether a womah who begins 
to use hormone creams at 35 will still look 35 by the time she is 50, 
I will say no. Now these are the extremes. 

However, hortnone creams have been apparently proven to do ¢et- 
tain things. And there is controversy here, too. In reading the 
literature of the changes that occur after the use of hormone crednis, 
good scientific authorities seem to have brought out that there is a 
little increase in the thickness of the epidermis, and there is 4 pltimb- 
ing of the collagen fibers below the epidermis. That would account 
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for the fact that you see some improvement in women who use hor- 
mone creams in the lessening of the dryness and in apparent decrease 
in wrinkling. 

It is like everything else. It can be proven physiologically that 
water has been taken up by the collagen after hormone creams. 1 
think that while there is some improvement, the physiologic tests 
and the histologic tests are perhaps better in proving how good the 
hormones are than actual clinical observation. 

To boil it down, I would say some changes are there, but they cer- 
tainly take keen observation to determine the percentage of change. 

I am not trying to weasel my way out of the question. I think there 
is some change. 

Dr. Heprick. Do you believe there is any connection between 
estrogenic hormones and pithelioma or skin cancer? 

Dr. Pecx. That I would like to answer positively as no, because | 
have never seen it. I think that the evidence presented to me, which 
people obtain from rats can’t be connected over to human experi- 
mentation. And nobody has shown, I think, in the range of 7,500 
to 10,000 international units per ounce that it has given rise to any 
pithelioma. 

Asa matter of fact, senile keratosis, which I have classified in a book 
that came out in June as one of the precancerous dermitoses, has been 
improved by the use of cream containing hormones. Not that I pre- 
scribe them, but among my patients, women use the hormone creams, 
and I haven’t seen any damage. I have seen lessening of dryness of 
the skin. You must not forget these were very good lubricating 
bases. 

Dr. Hepricx. That is all. 

The CHatrman. Mr. Horan. 

Mr. Horan. Dr. Peck, we appreciate your testimony. What we are 
trying to do is to find out safe ways a new product or a new chemical 
can be certified for use. 

You make a couple of very practical suggestions here, but the com- 
mittee would like to know who you feel should evaluate or certify the 
tests that you suggest be done with a new product or new chemical. 
Who should do that work? So that we may make the tests, and then 
we can evaluate them, and we may say, “This is so,” and in case of 
injury or a court case, we will have something and be able to say now 
this is certified to be so. 

You suggest these tests should be made. What we want to know is 
who should make them and how are we going to say after they have 
been made that they have been properly evaluated. 

Dr. Peck. Let me make this suggestion, if I may, which won't be 
a burden to the Government in adding to the payroll and would 
be very practical, because it has been done during the war. 

Before I became a commissioned officer in the Public Health Service, 
I was consultant to the United States Public Health Service. 

Let us have qualified personnel, like qualified toxicologists and 
qualified dermatologists supervise the tests, and then perhaps you 
could have as part of the Food and Drug Administration, or whoever 
is going to take charge of this new regulation—— 

Mr. Horan. May I interrupt there? 

Dr. Peck. Please. 
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Mr. Horan. Would you have the Food and Drug Administration 
or would you have the Public Health Service do this? 

Dr. Peck. I don’t think it makes much difference. But what I was 
going to suggest is that you have—— 
~ Mr. Horan. Some of us think it does. We feel that the Food and 
Drug Administration is an enforcing agency, and if the evaluation 
is going to be made, perhaps it should not be made by the enforcing 
agency. 

Dr. Peck. As an officer of the Public Health Service, in association 
with Dr. Schwartz—I did a great deal of the evaluation. 

Mr. Horan. You probably want to say then that the Public Health 
Service is better qualified. 

Dr. Peck. Yes, the Public Health Service. I was going to suggest 
that the Public Health Service can have civilian consultants. 

Mr. Horan. They do. 

Dr. Peck. They do, who would help them in this. 

Mr. Horan. In other words, it would be the Public Health Service 
who perhaps would supervise this? 

Dr. Peck. Yes. 

Mr. Horan. And you are aware of the work that the American 
Medical Association is doing through its committee on cosmetics, is 
that right ¢ 

Dr. Ree. I am. 

Mr. Horan. It is a very intriguing enterprise that the American 
Medical Association has. Don’t you feel that the work it is doing 
should be credited in this field ¢ 

Dr. Peck. By all means. 

Mr. Horan. How would you make sure that that work which they 
are doing is credited, by having it so certified through the Public 
Health Service or something like that ? 

Dr. Peck. Yes. I think that would be a very practical method. 
We have the committee on cosmetics, and we also have the commit- 
tee on irritants in the AMA, which I am on. We would then have 
our report, and we would confer with the United States Public Health 
Service, and I think we could come to some conclusions, because you 
see, the committee of the American Medical Association, I think, is 
best qualified to judge, perhaps, on the qualification of the dermatolo- 
gists and the other people who are supervising some of the tests. 

Mr. Horan. That is all. Thank you, Dr. Peck. 

Mr. Krernrevp. I have one more question. 

The Caamman. Dr. Kleinfeld. 

Mr. Kuxerrevp. In your opinion, Doctor, are these two situations 
diflerent or comparable—suppose you have a cream containing 10,- 
000 international units of hormones per ounce recommended for use 
on the face and neck. ‘That is one situation. 

The other situation is one which encompasses the use of that same 
product containing 10,000 international units per ounce for use on 
the face and neck, and also three or four other preparations, each con- 
taining 10,000 international units per ounce, for use as a shampoo 
lotion, and as a hair conditioner, and so forth, for use on your arms, 
hands, shoulders. So that a woman may be using all those prepara- 
tions 24 hours per day. Does that latter situation present a differ- 
ent problem in your opinion, Doctor? 
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Dr. Peck. It certainly does. Now I should qualify that 7,500 to 
10,000 units in an ounce, with instructions that the whole complete 
use of that amount should take place in about 3 weeks, then I am talk- 
ing statistically about seeing no toxic effects from that amount of 
estrogen. 

Now if that amount was to be rubbed in over the whole ak every 
day, and an ovince used every day, I don’t know what would happen 
under those conditions. I am talking about the use of that amount 
over a period to time of about 3 weeks to a month. 

Mr. Kuerxretd. No other questions. 

The Cuamman. Thank you, Dr. Peck. 

Dr. Pecx. Thank you, gentlemen. 

The Cratrman. The next witness. 

Mr. Krernretp. Dr. Walzer. 

The Cuarmman. Your name and address, Doctor. 

Dr. Wauzer. Matthew Walzer, 20 Plaza Street, Brooklyn, N. Y. 

(The oath was administered by the chairman.) 

The CHatmran. Proceed. 


TESTIMONY OF MATTHEW WALZER, M. D., BROOKLYN, N. Y. 


Mr. Kuerrevp. Dr. Walzer, where did you obtain your medical 
de ? 

r. Wauzer. Cornell University. 

Mr. Kietnrecp. What year! 

Dr. Wauzer. 1919. 

Mr. Kieiretp. What have you specialized in! 

Dr. WaAuzer. Allergy. 

Mr. Kuersrevp. For how long? 

Dr. Wauzer. Thirty years. 

Mr. Kieixrevp. Are you a fellow of the American Medical Associa- 
tion? 

Dr. Warzer. That is right. 

Mr. Kueixretp. Are you certified as an allergist by the American 
Board of Internal Medicine? 

Dr. Wauzer. That is right. 

Mr. Kuerxrevy. And you are a member of the American Academy 
of Allergy? 

Dr. Wauzer. Yes. 

Mr. Kuernrevp. Have you contributed papers to the professional 
publications in the field of allergy # 

Dr. Wauzer. Yes, sir. 

Mr. Kierxreip. About how many, would you say? 

Dr. Wauzer. Seventy-five. 

Mr. Kiernrevp. So for many years you have been a practicing al- 
ergist f 
r. Wevzer. That is right. 

Mr. Kiernretp. Will you please read your statement ? 

Dr. Wauzer. This statement does not contain anything concerning 
purely dermatologic problems which, I believe, belong in the domain 
of the dermatologists. I will merely try to bring out a few points 
which I think need saying from the point of view of the allergist. 

_ From the allergist’s point of view, there is urgent need for modifica- 
tion of the present regulations pertaining to the manufacture and sale 
of cosmetics under the Food, Drug, and Cosmetic Act of 1938. 
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The allergist sees many cases of sensitivity to cosmetics. Although 
the majority of these are patients with dermatitis of a relatively mild 
nature, there are many who are made severely ill by the application 
of certain cosmetic chemicals, leading, in rare instances, even to fatali- 
ties. Moreover, sensitization to some chemicals, such as coal-tar dyes, 
may lead to chronic illness, since the sensitive patient cannot avoid 
encountering these dyes daily in wearing apparel, fabrics, furniture, 
and numerous other articles in his environment. Sensitization to sun- 
light is another serious complication which has resulted from the use 
of certain cosmetics. 

Many have the impression that allergy affects only a very small 
part of the population, and that it is really a personal problem based 
on the patient’s inherited predisposition to become sensitive. ‘This 
concept is erroneous in relation to sensitivities resulting from the 
application of chemicals to the skin, as in the case of cosmetics. Most 
of the population, regardless of age, sex, or other allergic tendencies, 
are susceptible in varying degree to this contract type of allergy. 

True sensitization to chemicals is not a matter of physical or chem- 
ical irritation of the skin. It involves a special mechanism in which 
the concentration of the material, the frequency and duration of the 
application, and, most of all, the particular sensitizing (antigenic) 
capacity of the substance play a part. Chemicals with a high skin- 
sensitizing capacity, should be prohibited from use in cosmetics and 
cosmetic procedures. The measures recommended for prevention of 
severe allergic reactions from coal-tar hair dyes by preliminary skin- 
sensitivity tests have proven totally inadequate. Making the test 
adequate would render it impacts val. 

Cautionary warnings on labels against possible dangers in the use 
of these dyes have also proven inadequate and unsatisfactory, since 
most users, even after reading these statements, do not grasp the full 
significance of the risks involved. 

The fact that cosmetics frequently cause types of allergic reaction 
other than contact dermatitis is frequently overlooked. Symptoms of 
asthma and allergic rhinitis are commonly produced in the atopic 
(hereditarily predisposed) sensitive individual by substances in cos- 
metics which precipitate symptoms, either as a result of inhalation or 
of absorption through the skin. With certain chemicals, these symp- 
toms may be extremely severe. 

Because of the dangers involved, desensitization treatment with 
drugs and chemicals is not generally practiced, and when tried is 
usually of limited value. The patient who is sensitive to drugs and 
chemicals must usually depend on avoidance of contact to keep free of 
symptome, Under these circumstances, the need for more detailed 
labeling of the constituents of cosmetics is most urgent. 

While medical authorities may disagree as to what constitutes ade- 
quate pretesting of a new cosmetic, there is, nevertheless, common 
agreement as to the need for additional Federal regulatory legislation 
in connection with the manufacture and sale of cosmetics to meet the 
inadequacies of the Food, Drug, and Cosmetic Act of 1938. 

The above remarks express m rsonal opinion. However, as 
Secretary of the Research Council of the American Academy of Al- 
lergy, may I express to this committee, as we already have to the Food 
and Drug Administration, our willingness to cooperate in any way 
possible to help in the solution of these problems. P 








1250 CHEMICALS IN FOODS AND COSMETICS 


The Cuairnman. Mr. Kleinfeld. 

Mr. Kuerrevp. Dr. Walzer, you say that chemicals with a high 
skin-sensitizing capacity, such as coal-tar dyes, should be prohibited 
from use in cosmetics and cosmetic procedures and that the measures 
recommended for prevention of severe allergic reactions from coal-tar 
hair dyes by preliminary skin-sensitivity tests have proven totally 
inadequate. ’ 

The present Food, Drug, and Cosmetic Act, section 601 (a), provides 
that a cosmetic shall be deemed to be adulterated if it bears or contains 
any poisonous or deleterious substance which may render it injurious 
to users under the conditions of use prescribed in the labeling or under 
customary or usual conditions of use. 

The section says that that shall not apply to coal-tar hair dyes, the 
label of which contains the legend “Caution—this product contains 
ingredients which may cause skin irritation on certain individuals 
and a preliminary test according to accompanying directions should 
first be made. This product must not be used for dyeing the eyelashes 
or eyebrows. To doso may cause blindness.” 

What is your opinion of that provision of the act, if I have made 
it clear to you ¢ 

Dr. Wauzer. Well, as I see it, this direction for pone erree | skin 
testing hasn’t proven adequate, because it has been left to the operator 
to do. And usually, if it is done at all—most of the time I believe it 
is not—it is read in 24 hours. But that doesn’t tell very much. A test 
when done properly should be watched for at least 48 to 72 hours, and 
read after another interval of approximately 3 days. 

In other words, 5 or 6 days are needed before one can say that 
sensitivity to the tested dye does not exist. But even that is inade- 
quate because it doesn’t take into consideration the possibility that the 
very test which you apply may produce sensitivity, and to determine 
that vou have to wait another 2 weeks. 

Mr. Kietyreip. And do you think the ordinary beauty shop oper 
ator is qualified to make and properly read those tests ? 

Dr. Warzer. I certainly do not. 

Mr. Kieryrevp. You say also, Doctor, that precautionary warnings 
on labels against possible dangers in the use of these dyes have also 
proven inadequate. 

In your opinion would a simple direction constitute an adequate 
warning or caution ? 

Dr. Watzrr. I don’t think so. 

Mr. Kurinrexp. In discussing the need for more detailed labeling 
of the constituents of cosmetics, do you believe that there is a need for a 
more detailed labeling of both the active and inert ingredients or 
merely the active ingredients? 

Dr. Warzer. Well, I certainly think that we ought to ask for label- 
ing of the most active ingredients. I suppose there is hardly any sub- 
stance which may not cause an occasional difficulty. But I think if 
we asked for the labeling of those that are commonly or most apt to 
produce reactions, I think that would be reasonable. 

Mr. Kuernrexp. I have no further questions. 

The Cuatrman. Dr. Hedrick. 

Dr. Hepricx. Dr. Walzer, about how many chemicals would there 
be in ordinary cosmetics? 

Mr. Warzer. That I could not state. 
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Dr. Heprick. Several hundred of them, would there not ¢ 

Dr. Wauzer. I should imagine it might in the entire list of cos 
metics, but in any particular product it might be only two or three, 
possibly only one or none. 

Dr. Heprick. What ones, in your experience, are the most likely to 
cause these conditions ? 

Dr. Wauzer. I think the hair dyes are the most troublesome, par- 
ticularly the paraphenyvlenediamine dyes. Among inhalents orris root 
is the commonest. 

The point I want to bring out here is that the allergic patient doesn’t 
stand a chance because he doesn’t know where those offenders occur 
or where they are being used. 

Anybody who is sensitive to paraphenylenediamine dyes and com- 
mon allergies knows what a difficulty it is to avoid these products. 
And I think a patient who is sensitive certainly would appreciate be- 
ing able to read a label telling them that the ingredient is there. 

Dr. Heprick. The usual allergic rashes that you get from the use 
of chemicals, would you call that a dermatitis? 

Dr. Wauzer. Well, they may all be called dermatitis if they involve 
inflammation of the skin, if I understand the term “dermatitis.” But 
as the dermatologist has told you, there are different kinds of der- 
matitis. 

Dr. Heprick. You mean a difference in appearance of the rash, 
depending on the chemical used ? 

Dr. Wauzer. Not necessarily in the appearance of the rash, but in 
the process which is causing the rash. 

Dr. Heprick. ‘That is all. 

The Cuatrman. Mr. Horan. 

Mr. Horan. Dr. Walzer, you begin your statement with the asser- 
tion that there should be a modification in the present Food, Drug, and 
Cosmetic Act. And you understand that is what we are trying to 
arrive at. Now you recommend directly that coal-tar dyes be refused 
the open market / 

Dr. Wauzer. I beg your pardon? 

Mr. Horan. I say you recommend directly that coal-tar dyes be 
refused the open market in the United States. Is that your recom- 
mendation ¢ 

Dr. Wauzer. Well, certainly in some of the uses that they are em- 
ployed cosmetically, they should certainly be prohibited. 

Mr. Horan. What other modification in the existing law of 1938 do 
you recommend ¢ 

Dr. Watzer. Well, I have no prepared statement on that. I do feel, 
however, that the general application of principles as they apply to 
drugs should be applied to cosmetics. I don’t think that the purpose 
of the chemical should be stressed, but its effect upon the body. The 
body doesn’t know the difference as to whether a drug is being used as 
a drug or a cosmetic ; its reaction is the same. 

Mr. Horan. Then your recommendation specifically is that the law 
be broadened to include cosmetics as well as drugs ? 

Dr. Watzer. That is right. 

Mr. Horan. That is all. 

The Cuamman. Thank you, Doctor. 

Mr. Kiernrerp. Is Dr. Larson here? 

Mr. Larson. Yes 
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The Cuarmman. Your name and address. 
Mr. Larson. Carl Larson, 681 Fifth Avenue, New York City. 
Axes oath was administered by the Chairman. ) 

he CuHarrMan. Proceed. 


TESTIMONY OF CARL LARSON, PH. D., CHEMIST, ELIZABETH ARDEN 
SALES CORP., NEW YORK, W. Y. 


Mr. Kuernrevp. Dr. Larson, what is your position with the Eliza- 
beth Arden Co. ? 

Dr. Larson. I am the chemist in charge of manufacturing and re- 
search. 

The Cuarrman. Speak a little louder, please. 

Dr. Larson. Chemist in charge of manufacture and research. 

Mr. Kieryrexp. In our wire to Elizabeth Arden of December 7, 
1951, we asked that you read a prepared statement setting forth the 
various products which Elizabeth Arden manufactures or distributes. 
Have you done so? 

Dr. Larson. I have brought with me a price list which gives all 
those products. 

Mr. Kierreip. Please speak up. 

Dr. Larson. I have brought forth a set of our wholesale order 
forms which include all our products. 

Mr. Kuernrexp. Does it include all your ingredients ? 

Dr. Larson. No, sir, it does not. 

Mr. Kuernrevp. We did ask you for a list of your ingredients, too, 
did we not ? 

Dr. Larsen. That is correct. We misinterpreted your telegram. 
We thought that since you also asked for a method of testing the var- 
ious ingredients, which might run into volumes of testimony, and 
we thonght you didn’t want that, we prepared a short paper. 

Mr. Kuiernrevp. The telegram asked you to set forth the ingredients 
contained in the products. Isn't that clear enough ? 

Dr. Larson. It is clear. 

Mr. Kiervrevp. Have you a list of your ingredients? 

Dr. Larson. No, sir; I do not. 

Mr. Kuerrew. Is there any reason why you don’t want to fur- 
nish the ingredients ? 

Dr. Larson. I would first have to have permission of my superiors 
before I could give those to you. 

Mr. Kuernrevp. Haven't you discussed it with your superiors since 
December 7 ¢ 

Dr. Laxson. I previously stated I misinterpreted what your tele- 
gram stated. 

The Cuarmman. Do you understand it now, Mr. Larson? 

Dr. Larsow. Yes9I do. 

The Carman. You are directed to supply this committee with the 
list of ingredients. 

Dr. Larson. I understood the telegram was in the form of a request. 

The Cramman. You now receive a personal direction to supply 
them to this committee. 

Mr. Kuxrxre.p. Unless you wish to subpena them, Mr. Chairman. 

The Cuamman. It is directed now. 
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(The list of ingredients was subsequently submitted to the corn- 
mittee. ) 

Mr. Kuernretp. We also asked you, and I quote, “to give us a 
detailed description of tests you perform on your products prior to 
marketing.” 

Dr. Larson. What is that? 

Mr. Kurrnrevp. A description of the tests you perform on your 
products prior to marketing. 

Dr. Larson. That I have done. 

Mr. Kuetnrevp. In your statement here? 

Dr. Larson. I believe so. 

Mr. Kuernrecp. Will you please read your statement, and we will 
see if those tests are set forth therein. 

Dr. Larson. Elizabeth Arden welcomes this opportunity of appear- 
ing before the committee to explain in detail how a new preparation 
is created, tested and tried before it is placed on the market alongside 
other Elizabeth Arden products which have stood the test of time and 
which have permitted this name to grow into a symbol of leadership. 

It is a distinct pleasure for a chemist to work in the Elizabet 
Arden laboratories for certain advantages are presented which make 
his position unique. When a new preparation is in the development 
process, there is no restriction as to the cost of the ingredients which 
might be included in the formula. The unwritten motto is “the best 
at any cost.” From these best ingredients a product is formulated 
together with the personal evaluation of each experiment by Miss 
Elizabeth Arden, herself. One by one each experiment is tried by 
Elizabeth Arden on her own skin and changes are constantly made 
until the right texture, color, odor, and other properties are to the 
personal satisfaction of Miss Arden. Up to this point there is only 
the closest collaboration between the laboratory and Miss Arden. 

Now a rigorous testing program begins with our salons. Since 
Elizabeth Arden has beauty salons in New York, Chicago, Philadel- 
phia, Washington, San Francisco, and other large cities in this and 
other countries of the world, advantage is taken of the criticisms and 
evaluations of our operators, most of whom have been trained in the 
New York salon under the personal supervision of Miss Arden. 
Samples of the preparation under test are sent to all the salon opera- 
tors, who, after a use test on themselves only, write to Miss Arden 
directly of their reactions. It is needless to say that this testing group 
of salon workers runs into the hundreds. 

At the Elizabeth Arden factory there is another testing group of 
several hundred women. Naturally, they are interested in new devel- 
opments and are quite anxious to try new products. Those who wish 
to try a proposed new product are given samples and a simple qués- 
tionnaire to fill out. 

If from any of these groups there is shown to be a person or persons 
sensitive to the product under test, then an investigation is started to 
find out what ingredient was responsible. A reformulation is made 
eliminating the objectionable ingredient and the temtinilt Proge aan is fe- 
peated until such time that it is given a complete bill of health. 

Genuine enthusiasm for the product is reflected in requests for bulk 
shipments to the various salons. These shipments are made only at 
the end of the testing program. The salons will then begin to use the 
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»roduct on clients. ‘The time of use on clients will extend into months 
fore the product becomes available on the market. For example, a 
new liquid shampoo will soon be on the market whereas it has been 
in constant use in the salons for over 6 months. ‘To this date no type of 
sensitivity or allergy has been reported or observed regarding this 
product. 

Once a product has definitely been accepted into the Elizabeth Arden 
line then it is a problem of raw materials and manufacturing. The 
purchase and testing of raw materials are under the direct control of 
the laboratory. The laboratory is staffed by several chemists, each of 
whom has at least one degree from a recognized college or university. 
One of these chemists runs the control laboratory where all raw ma- 
terials are tested prior to their use. Whenever an ingredient is used 
in a formula where the potency must be carefully controlled, it is 
placed under the direct control of the laboratory. Such is the case 
when hormones are added to Joie de Vivre, a hormone cream. The 
hormones are weighed and dissolved in the laboratory by a chemist and 
the solution is added by him tothe batch. After the batch is completed, 
it is sampled and checked by an outside biological laboratory for 
potency before it is released for sale. 

The manufacturing is carried out by well-trained operators under 
the constant surveillance of the foreman, a man with over 20 years’ ex- 
perience in the Elizabeth Arden factory. The foreman checks all 
the weights of the various raw materials, temperatures, and other 
critical factors particular to the many Elizabeth Arden preparations. 
Every batch is sampled and sent to the laboratory for test and ap- 
proved before it is packaged. A green acceptable label must be issued 
by the control laboratory for every batch before it can be packaged. 
The samples submitted to the laboratory are kept for at least 3 years 
before they are destroyed. 

The method of manufacture and the equipment used are adapted to 
the nature of the product being manufactured. For example, in the 
manufacture of Ardena special eye lotion all of the apparatus used and 
the method of manufacture are built around the demand of the 
finished product that it be sparkling clear and sterile. First, a room 
was selected that would be used for this type of product and nothing 
else. Proper filters were installed to filter the incoming air and sterile 
lamps placed in the area so that the air remains clean and sterile. An 
electric oven is part of the equipment to sterilize the bottles after they 
are washed free of dust and lint. After the eye lotien has been 
properly compounded and checked by the laboratory, it is put through 
a series of filters which sterilizes it while it is being filled into the 
bottles. 

From the foregoing description of the birth and development of new 
Elizabeth Arden preparations and of the subsequent routine manu- 
facture of established products, it is quite obvious that a great deal 
of care is taken not only to protect this great name but also the health, 
beauty, and loveliness of its users. 

The Cuarman. Mr. Kleinfeld. 

Mr. Kuernrecp. Will you please pass up that list of products? 

Dr. Larson. Yes,sir. [Handing document to Mr. Kleinfeld. | 

Mr. Kieryreip, Doctor, you mention on the first page of your state- 
ment the fact that your unwritten motto is “the best at any cost.” 

Dr. Larson. Yes. 
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Mr. Kiemrevp. And— 
from these best ingredients a product is formulated together with the personal 
evaluation of each experiment by Miss Elizabeth Arden herself. One by one 
each experiment is tried by Elizabeth Arden on her own skin. 

Who is Miss Elizabeth Arden ? 

Dr. Larson. She is the president and founder of Elizabeth Arden 
Sales Corp. 

Mr. Kierrevp. Is she a chemist? 

Dr. Larson. No, sir; she is not a chemist. 

Mr. Kuernrevp. What kind of a test does she evaluate / 

Dr. Larson. What she feels is a beauty preparation. 

Mr. Kuerreip. I see. It has nothing to do with safety or any- 
thing like that / 

Dr. Larson. No, sir. 

Mr. Kuerrevp. You say you began a rigorous testing program in 
your own salons. What kind of testing programs ¢ 

Dr. Larson. Use tests. 

Mr. Kurrnrevp. By whom? 

Dr. Larson. By salon operators on themselves. 

Mr. Kiernrecp. And on whom do they experiment ? 

Dr. Larson. On themselves. 

Mr. Kierreip. Under anybody’s supervision / 

Dr. Larson. These are trained beauty operators. 

Mr. Kuetrecp. Who trains them / 

Dr. Larson. They are trained in our New York salons; and, as I 
stated, under the personal supervision most of the time by Miss Arden. 

Mr. Kueryrevp. Does any dermatologist watch the results of the 
use tests performed on themselves by these salon workers? 

Dr. Larson. Salon operators evaluate the results themselves, to- 
gether with that of Miss Arden, together with that of the various 
members of the laboratory. 

Mr. Kreinretp. Who are the members of the laboratory? What 
do they consist of / 

Dr. Larson. They consist of chemists. 

Mr. Kierreip. Anybody else? 

Dr. Larson. No. 

Mr. Kuiernrecp. You don’t employ dermatologists at all ¢ 

Dr. Larson. Only in an advisory capacity. 

Mr. Kieirevp. He is not there regularly at all? 

Dr. Larson. No, sir; he is not. 

Mr. Kuxinrevp. Nor any medical doctor ¢ 

Dr. Larson. No, sir. 

Mr. Kuerrecp. The methods of testing you specify, do they apply 
to all your products before you market them ? 

Dr. Larson. They refer to all products; yes. 

Mr. Kixinrecp. When you put out a shampoo, do you put the sham- 
poo in the eyes of any animals first ? 

Dr. Larson. This product that I mentioned has been tested. 

Mr. Kuetnrevp. In that fashion ‘ 

Dr. Larson. Yes; it has. 

Mr. Kuxernrecp. When was this done? 

Dr. Larson. I can’t remember exactly, but it is several months ago. 

Mr. Kiervrecp. Can you remember whether it was done before 
the product was marketed ? 
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Dr. Larson. The product has not been marketed as yet. 

Mr. Kuetnreip. oe make any other Lose eee produets ¢ 

Dr. Larson. We make one other shampoo product which is sold. 

Mr. Kuernrecp. When did you put that out? 

Dr. Larson. On a guess I would say about 3 or 4 years ago. 

Mr. KietNre_pv. Did you make eye tests before you put that out 

Dr. Larson. There were only use tests performed on that particu- 
lar shampoo. It has been since tested on animals. 

Mr. Kuernrexp. In connection with your camomile sham and 
your permanent wave for children, did you make any tests before you 
put those products out? 

Dr. Larson. Eye tests, sir? 


Mr. Kuxrnrexp. Yes. 
Dr. Larson. There have been no eye tests performed on that, be- 


cause this product has been on the market for several years and it is 
not a new preparation. 

Mr. Kuierrevp. When you put it out, you didn’t first make the eve 
test ; right ¢ 

Dr. Larson. When it was first put out? 

Mr. Kuiernrevp. That is right. 

Dr. Larson. No; it was not. 

Mr. Kieinretp. You put out a hormone hand cream, do you not! 

Dr. Larson. Yes, sir. 

Mr. Kiernreip. Do you make any recommendations on your label 
as to how much should be used ? 

Dr. Larson. I am not familiar with the directions on the label. 

The Cuatmrman. You are the chemist, are you not, in the plant? 

Dr. Larson. What? 

The Cuatrman. Are you the chief chemist ? 

Dr. Larson. Yes, sir. 

The Cuarrman. And you are not familiar with the labels? 

Dr. Larsox. Well, sir, I mean it would be extremely difficult to re- 
member the directions on every preparation we manufacture. 

The Cuarmman. Aren't they prepared under your supervision or 
direction ? 

Dr. Larson. That is true, sir; but one can’t remember everything 
that one reads and approves. 

The Cuamman. What do they contain in general? 

Dr. Larson. That I can say, but exactly, Ieannot. It says a person 
gag apply a liberal amount to the hands and work it well into the 

in. 
Mr. Kuernrevp. It doesn’t contain any warnitigs or directions 
against misuse, does it? 

Dr. Larson. No, sir. From my experience it is impossible to cover 


all the uses to which a customer might a product. A person who 


has been in the industry for a number of years knows that if you want 
to guard against all the uses that a product might be put to you would 
have a tail hanging from each preparation. 

Mr. Kternrevp. Would it be a tail to put on your label “Don’t use 
more than 1 ounce per night”? 


Dr. Larson. Pardon, sir? 
Mr. Kizrnrecp. Would it be a tail—that is the word you used— 


would it be a hindrance or difficult thing to accomplish to put on the 
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label a warning against misuse, saying, “Don’t use more than a certain 
amount per night”? 

Dr. Larson. That answer is obviously “No.” 

Mr. Kuernrevp. Do you make soap 

Dr. Larson. We sell soap. We do not manufacture it ourselves. 

Mr. Kiernrevp. I have no other questions. 

The Cuarrman, I notice some of your lotions, oils, and so forth 
here. What is Firmo-Lift lotion? 

Dr. Larson. That product I have no knowledge about, sir. It is not 
made by me. It is made by another chemist in Elizabeth Arden and 
has been kept secret from me also. 

The CHArrMan. It is kept secret from you ? 

Dr. Larson. Yes. 

The Cuarrman. I understand you are the chief chemist. 

Dr. Larson. That is correct. 

The CuarrMan. You don’t know about this product ? 

Dr. Larson. I know of the product, but its method of manufacture 


I do not. 

The CuatrMan. Here is another one—Slenderlines lotion. What 
is that ? 

Dr. Larson. That is a liquid lotion which is used by a client, used 
for application to various parts of the body. 

The Cuatrman. For what purpose? 

Mr. Larson. It is an astringent type of lotion. 

The Cuarmman. Does the name mean anything—Slenderlines ¢ 

Dr. Larson. I do not know the derivation of the name. It has 
been in use long before my employ. 

The CHarrMAN. You were selected to come here to be helpful to 
this committee—— 

Dr. Larson. I am trying to. 

The Cuarmman. And you are not familiar with the two items I 
happen to pick out. I recognize that everyone wants to puff his 
products as much as possible, and you certainly did a good job, or 
whoever prepared this statement. But I don’t think it was very 
helpful to the committee. 

There are many other products here that have suggestive titles. 
I imagine “Slenderlines” and some of these other catchy names would 
help sell the article, but no one seems to know much about it. 

You may examine, Dr. Hedrick. 

Dr. Heprick. Does your company have a license to practice 
medicine ? 

Dr. Larson. No, sir. 

Dr. Heprick. It appears to me that with all these eye preparations 
you have here—eye drops, eye salve, eye cream, eye this, eye that— 
you should have a license to practice medicine if you are going to 
use all these preparations in the eyes of human beings. 

What do you use all these eye preparations for? What is the idea 
of all of them? 

Dr, Larson. We are primarily manufacturers of beauty prepara- 
tions, and it is the purpose of each one of these preparations to improve 
the appearance of the person using them. 

Dr. RicK. You mean the appearance of their eyes? 

Dr. Larson. If it is an eye preparation, yes, sir. 

96568—52—pt. 8——14 
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Dr. Heprick. That is what we are talking about—eye preparations. 
You have a long list of them here. Is that to improve the looks of 
the eyelid or the eyeball ? 

Dr. Larson. None of them are applied to the eyeball, sir; therefore, 
they must be used in around the eye area. 

Dr. Heprick. Don’t they get into eye? 

Dr. Larson. It is possible by a person not a good operator to get 
them into their eye. In such cases there has never been a case where 
any injury has resulted from such contamination into the eye. 

Dr. Hepricx. As a matter of fact, you have an eye lotion that you 
drop in the eyes of the customers; isn’t that correct ? 

Dr. Larson. That is correct, sir. 

Dr. Heprick. That is not used on the lid then, is it? 

Dr. Larson. No, sir. 

Dr. Hepricx. Do you think you have the right to drop medicine 
into people’s eyes without a license to practice medicine ? 

Dr. Larson. We don't claim it to be a medicine, sir. 

Dr. Hepricx. What do you call it? 

Dr. Larson. Eye lotion. 

Dr. Heprick. Are there any chemicals in it ? 

Dr. Larson. Yes, there are. 

Dr. Heprickx. Anything besides water? 

Dr. Larson. Yes. 

Dr. Hepricx. Well, it is a preparation then? 

Dr. Larson. Yes, sir. 

Dr. Heprick. Do you know what is in these preparations, any of 
them, that go in the eyes ? 

Dr. Larson. In the eye lotion, I do. 

Dr. Heprick. What is in the eye lotion, for instance? 

Dr. Larson. There are several essential oils, which are in extremely 
dilute solution, such as spearmint, camphor, birch. There is sodium 
chloride, a preservative, phenol mercuric borate. There are a few 
more chemicals of that same nature I can’t remember exactly, but 
you have an idea what that formula consists of. 

Dr. Heprick. What is the idea of dropping a lotion in the eye—is it 
to beautify the eyeball? 

Dr. Larson. This is an eyewash. It is used to refresh the eyes 
of the person using it. 

Dr. Heoricx. Off the record. 

(Discussion off the record.) 

Dr. Larson. It is used many times during the day. For instance, 
if you had a tough time reading for several hours and you used the 
eye lotion, it might even make your eyes feel better. 

Dr. Hepricx. How expensive is this eye lotion? What does it cost 
to the public? 

Dr. Larson. It is on that price list you have, sir. I don’t know 
offhand. 

‘Dr. Hepricx. That is all. 

The Cuartrman. Mr. Horan, do you have any questions? 

Mr. Horan. I want to impress on Dr. Larson the fact that this com- 
mittee is not trying to find out your trade secrets. We do have a re- 
sponsibility of possibly recommending to the Congress legislation 
that may affect you and the industry you represent. You have been 
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very evasive and uncooperative. We have had some very fine 
witnesses. 

Dr. Larson. I have not tried to be evasive. When I stated, for in- 
stance, before that I have no knowledge of that preparation, that is 
the truth. If you wish to have another chemist present who has 
knowledge, that is another thing. 

Mr. Horan. That is all, Mr. Chairman. 

The Cuarrman. You are excused. 

Mr. Kuerrevp. Mr. Fuller, please. 

The CuairmMan. Your name and address ? 

Mr. Fuuver. George H. Fuller, plant manager, Harriet Hubbard 
Ayer plant, Lever Bros., 505 Park Avenue, New York. 

(The oath was administered by the chairman.) 

The CuarrMan. Proceed. 


TESTIMONY OF GEORGE H. FULLER, PLANT MANAGER, HARRIET 
HUBBARD AYER, LEVER BROS. CO., NEW YORK, N. Y. 


Mr. Kuiernrevp. Mr. Fuller, you appear here on behalf of Lever 
Bros. Co.? 

Mr. Futter. That is correct. 

Mr. Kiernrevp. Please read your stateemnt. 

Mr. Fuuter. My name is George H. Fuller. Iam the plant manager 
of the Harriet Hubbard Ayer plant of Lever Bros. Co. I ama pase. 
ate chemist and have 25 years experience as a chemist with Ayer. 

Your committee has asked Lever Bros. Co. to provide a representa- 
tive to appear at its hearings and present a statement with respect to 
the cosmetic products which Lever manufactures, the materials we 
use in such products, and our methods for determining and assuring 
the safety of such products, for their intended use. Our products 
are well known for their quality. We are happy to have the oppor- 
tunity to participate in these hearings and talk to you about them. 

Cosmetic products are marketed through two divisions of our com- 
pany, the cosmetics division and the Pepsodent division. The more 
extensive of the two from the standpoint of number of products in 
the line is the cosmetics division which manufactures cosmetics and 

erfumes which are distributed nationally through retail outlets by 
larriet Hubbard Ayer, Inc., a wholly owned subsidiary of Lever 
Bros. Co. 

We also sell a large volume of cosmetic products through our Pepso- 
dent division. These products are sold both to wholesale and direct 
retail accounts on a Nation-wide basis. 

Both the Pepsodent and the cosmetics divisions have research and 
production facilities separately assigned to them, and also have the 
full cooperation and benefit of the research and production personnel 
and facilities of Lever. The research and development division of 
Lever Bros. Co., including research personnel assigned to the Pepso- 
dent and cosmetics divisions, is made up of approximately 300 per- 
sons, over 50 percent of whom are graduate daevniata. Among its 
various sections devoted to the many phases of product development 
and product improvement is a biological section, including an animal 
laboratory, and facilities for patch testing and similar investigations. 
In addition, we occasionally retain the services of recognized experts 
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in their fields to assist us in developing testing procedures and to con- 
duct testing programs for us. 

The manufacturing division has control cheniists stationed at each 
lant location, in addition to the research and development personnel. 
hese chemists are responsible for checking the conformance of raw 

materials and finished products to quality requirements as represented 
by our manufacturing standards. 

A list of the materials used by the Pepsodent and cosmetics divi- 
sions in cosmetics manufacture is appended to the copies of this state- 
ment which have been furnished to the committee. 

On my staff at the Ayer plant are two research chemists in addition 
to myself and one control chemist, all four of us having degrees of 
bachelor of science, two in chemistry and two in chemical engineering. 

The cosmetics division manufactures creams, lotions, powders, and 
fragrances. At the present time, the line consists of 59 products ex- 
clusive of size and shade variations. There are 93 shade variations 
among 16 items, so that a total of 136 formulations are merchandised. 

One hundred and twenty-three separate raw materials are used by 
the cosmetics division. Of these, 36 percent conform to specifications 
of the United States Pharmacopoeia; 6 percent conform to the speci- 
fications of the National Formulary and 31 percent are colorants 
either certified or not requiring certification by the Food and Drug 
Administration. The remaining 34 items have been carefully screened 
by us to insure that they are of innocuous character and suitable for 
use in cosmetic formulations. 

Products are formulated by a competent cosmetic chemist who is 
thoroughly familiar with the action of cosmetic materials and their 
compatabilities with each other. He is of course cognizant of the 
proper specifications, concentrations, and other safe use properties of 
all common cosmetic materials. His task is to formulate a product 
having the desired use properties from both a cosmetic viewpoint and 
the viewpoint of consumer safety, using either well-known and widely 
accepted cosmetic ingredients or such new materials as are offered by 
reliable suppliers with suitable hy wegen as to purity and safety. 
Whenever the new product entails the use of a material new to the 
established cosmetic industry, animal tests are made on it and on the 
finished product containing it. Data from animal experimentation is 
supplemented by human patch tests to evaluate mildness and sensi- 
tizing properties of the product. 

Where the product rage 86 by the cosmetics division is a new 
product category, either unknown or not fully established in the 
industry, the development and testing work, and results, are fre- 
quently reviewed with representatives of the Food and Drug Admin- 
istration. Although they cannot give official approval to anything 
so submitted, the comments and viewpoints of the FDA staff are 
considered desirable and their unofficial ions, if any, are care- 
fully considered. For example, in preparing for marketing two of 
our more recent products, Formulayer cream and Ayerfast lipstick, 
we reviewed them with the Food and Administration. Some 
persons show yar ey reactions to lipsticks of high indelibility. While 
the consumer thinks it desirable to have the stain, which the lipstick 
provides, remain for long [perem such lasting quality requires pene- 
tration of the stain into the skin, and where the formulation allows 


such penetration, the dyes used in these lipsticks appear to irritate 
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some persons. Of course, Lever did not desire to introduce such a 
lipstick without first finding a remedy for this problem. It was our 
opinion that the addition of an ingredient never before, to our knowl- 
edge, used in a cosmetic but having known useful properties in con- 
nection with allergic responses of various types, might overcome the 
irritating effect of lipsticks of this character. This material was ac- 
cordingly added to lipstick formulations containing other usual lip- 
stick ingredients and one of the most commonly used indelible lipstick 
dyes. 

The resulting lipstick was tested on a panel of women, the greater 
number of whom were known to be allergic to lipsticks containing 
this dye. The results indicated that the ingredient which we added 
to the formula reduced the incidence of reactions from such lipsticks 
to a range approximating standard lipsticks. 

As we have indicated before, this formula was reviewed with the 
Food and Drug Administration and they expressed no objection to 
the marketing of the product. After further extensive consumer 
testing, we marketed a complete line of Ayerfast lipsticks. 

A similar procedure was followed in the case of Formulayer cream, 
the other new produce we have mentioned. Formulayer was deyel- 
oped so that we might market a product to compete with hormone 
creams. However, we felt that hormones as such might be shown to 
have some undesirable effects. We believe that the chemical structure 
of hormones was in some way related to the ability of skin to absorb 
oils and thereby set up a kind of barrier against loss of subsurface skin 
moisture, and that materials of related chemical structions which are 
not hormones should have the same effect. We selected a naturally 
occurring product having such a structure and formulated it with 
normal cosmetic ingredients. This new ingredient is completely safe 
even if taken internally and is recognized as an edible material. In 
the course of this work, we utilized the services of two well-known 
dermatologists to perform use tests on this product, Dr. Samuel Peck 
and Dr, Eugene Traub. We also ftir a meeting with members 
of the FDA staff at which we fully informed them as to the formula- 
tion and ingredients, the intended use of the product, and its proposed 
labeling. 

The same care is observed in the development and manufacture of 
our Pepsodent products. The work is under the direction of Dr. S. D. 
Gershon, the research manager who has 21 years of chemical and 
pharmaceutical experience. He holds the degrees of pharmaceutical 
chemist, bachelor of science, master of science, and doctor of philoso- 
phy in chemistry and is a registered pharmacist. On his staff are 
approximately 30 people, 15 of whom are graduate chemists, 2 are den- 
tists, 2 bacteriologists and 2 beauticians. 

The Pepsodent division manufactures dentifrices, shampoos, hair, 
preparations, mouth wash, and Lifebuoy shaving cream. Most of 
these products or substantially identical ones have been marketed for 
many years without adverse results as to safety for consumer use. 
Regardless of this, each of them has been carefully tested by us for 
safety in accordance with our usual policy. Pepsodent’s waving lo- 
tions, ereme rinse, hair tonic, mouth wash, and Lifebuoy shaving 
cream, were all tested on animals and on humans, as was the active 
detergent ingredient of all Pepsodent dentifrices. The dentifrice 
formulations and the abrasive ingredients were tested first on extracted 
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human teeth, dental filling materials, and denture materials. The 
dentifrices were checked on hamsters, in clinical-usage tests, and in 
consumer-use tests. Our Rayve creme shampoo was studied with 
patch tests and use tests in the laboratory, and then on a consumer 
test. 

The care with which new products are approached is demonstrated 
by our investigation of thioglycolate waving lotions. Lever pur- 
chased the line of Rayve products and Hedy wave from William R. 
Warner & Co., one of the leading cosmetic manufacturers in the United 
States, in 1948. Although thioglycolate lotions had been pronounced 
reasonably safe in a published article by members of the FDA staff 
in May 1947, and although all of these products had previously been 
marketed by a Warner subsidiary, we reviewed them from a safety 
viewpoint for many months. 

The tests on the thioglycolate lotion included repeated subcutaneous 
injection into experimental animals to determine toxicity, patch tests 
on over 300 individuals, in excess of 500 waves given in the Pepsodent 
and Lever laboratories, including waves given under conditions of 
extreme overtiming, some of which were rewaved 10 days later, and 
over 1,000 consumer waves under actual-use conditions. 

Rayve home permanent bears the seal of acceptance of the com- 
mittee on cosmetics of the American Medical Association, and the seals 
of approval of the Good Housekeeping Bureau and of Parent’s 
Magazine. 

Our thioglycolate lotions and neutralizer are manufactured with 
careful controls. It has been our practice to analyze samples of the 
raw materials and the finished product and retain coded samples from 
each batch made. 

Our new waving lotion, Shadow Wave, which is also a thioglycolate 
lotion, has likewise been extensively tested and is similarly controlled 
in its manufacture, 

Your committee has also asked that we comment on toilet soaps. 
Lever toilet-soap products are sufficiently widely known and used 
and have been so known and used for so long a period that their safe- 
use properties are evident. They are composed principally of pure 
fatty acid soap, moisture, small amounts of perfume and preservative, 
and in the case of Lifebuoy a small percentage of specially refined 
cresol, a material recognized as having desirable qualities for skin 
treatment. Traces of coloring materials are also used, particularly in 
Lifebuoy. During the many years these products have been on the 
market they have been repeatedly tested in various ways on animals 
and humans in connection with various research projects designed to 
increase our knowledge of soap and of cleansing of the skin. Their 
production is controlled with the same high degree of care as is that 
of our cosmetic products. 

It has been a pleasure to present this statement to you on behalf of 
Lever Bros. Co. As a reputable manufacturer of cosmetic products. 
we believe that safety is a primary consideration upon which the 
continued success of our business depends. 

The materials currently used in manufacturing by the cosmetics 
and Pepsodent divisions of Lever Bros. are as follows: 

[ The list referred to is in the files of the committee. ] 

The Cuamman. Mr. Kleinfeld. 
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Mr. Kuiernreitp. Mr. Fuller, you mentioned in the last part of your 
statement that Lever Bros. makes toilet-soap products ¢ 

Mr. Fuucer. That is true. 

Mr. Kiernretp. If Lever Bros. were to put out a new toilet soap 
tomorrow, would it put it through the same general tests you use in 
connection with your cosmetic lines ? 

Mr. Fuuier. I have no question of that, although that is not within 
my jurisdiction. 

“Mr. Kieinrevp. You say you believe Lever Bros. would? 

Mr. Fuuuer. Absolutely. 

Mr. Kuernrevp. Is there any reason, in vour opinion, for treating 
soaps differently from other cosmetics ¢ 

Mr. Fuuxer. I have assumed that toilet soaps represented cosmetics, 
and, yet, my own experience with them is so limited I don’t think I 
would be qualified to answer that from the point of view of the 
company. 

Mr. Kuxernrevcp. You said that you confer from time to time with 
the Food and Drug Administration ? 

Mr. Fuu.er. That is correct. 

Mr. Kiernreip. For what purpose ¢ 

Mr. Fu..er. To present to them the complete background of any 
product we desire to put on the market which represents a new combi- 
nation of ingredients we have not previously marketed. 

Mr. Kuernrevp. Have you had personal contact with the Food and 
Drug Administration ¢ 

Mr. Fucier. That is correct; yes, sir, I have. 

Mr. Kuerrecp. What has been your experience / 

Mr. Fuuver. It has been extremely cooperative. 

Mr. Kuxeinre.p. | have here a book entitled “Historic Meeting To 
Commemorate Fortieth Anniversary of Original Food and Drugs 
Act,” put out in 1946 by the Commerce Clearing House. 

This meeting was held under the auspices of the section on Food, 
Drug, and Cosmetic law of the New York State Bar Association. At 
that meeting an address was made by H. Gregory Thomas, vice presi- 
dent of Bourjois, Inc. The address was entitled “Its”"—speaking of 
the Food and Drug Act—“Basic Value to Cosmetic Industry.” 

In this address this is what was said in part: 

The stated and continuing policy of the Food and Drug Administration to give 
industry the benefit of administrative interpretations of the present law, in its 
effect on the legality of the composition or processes of production of a given 
cosmetic, has been most helpful to us, and we hope such a policy will continue 
in years to come, 

The informal decisions of the Administration on new or borderline questions 
which have been made available to industry members through letters and docu- 
ments, which can be seen at several offices of the Food and Drug Administration, 
have also been a valuable source of guidance to manufacturers, and one which 
in turn facilitates compliance with, and enforcement of, the law. 

We have had occasion to note that it is the policy of the Food and Drug Ad- 
ministration “to avoid interference with the development or adoption of new 
products or processes that represent genuine advancements, and that are, 
therefore, in the interest of consumers.” * * * 

We of the cosmetic industry subscribe to this view of a law that has grown, 
and we will continue to grow with our industry. 

Is that general in line with your experience ¢ 

Mr. Fuuier. It certainly has been. 

Mr. Kiernrerp. I have no further questions. 
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The Cuarmman. Dr. Hedrick? 

Dr. Hepricx. No questions. 

Mr. Futter. If the committee would like, one of the questions 
asked, I believe, was our general opinion as to our attitude toward 
possible legislation. 

Mr. Horan. That is the question I was going to ask you. 

Mr. Futuer. Dr. Gershon, our director of research at Eepaet, 
is with me here, thinking perhaps you had some questions relating to 
hair preparations which I was not qualified to answer. He is prepared 
to give you such a statement if you would like to hear it. 

Mr. Horax. You understand what we are trying to do is to arrive 
at the wisdom which can enable us to recommend to the sna, 
any possible modifications or enlargement of the present pure-food 
laws, and in doing that we want the help of gentlemen like your- 
self who have to produce in this field and who understand what we 
are trying to do. We are trying to do it very seriously, and under- 
stand the importance of the work we are trying to do. It is not 
sensational, nothing in that line. But what we recommend is bound 
to affect your daily lives and the responsibilities you have. 

Mr. Fuuier. Yes. 

Mr. Horan. And in that regard we want the very best thinking 
about what possible modifications should be made. I personally urge 
you folks to be frank with us on the benefits of your thinking. 

Mr. Fuiier. Mr. Horan, we have given considerable thought to 
your telegram, and for that reason Dr. Gershon is here, and we would 
like very much to have him read a statement. It represents the com- 
bined thinking of our whole research organization. 

Dr. Heprick. I have one question. 

The Cuamman, Dr. Hedrick. 

Dr. Hepricx. I notice all the raw materials you use in cosmetics. 
Where do you get these raw materials and what do you do with them 
after you get them! What tests do you make on them? 

Mr. Futrer. They are purchased to meet the specifications of the 
formulas which are already in existence in our line. In some cases 
we are searching the market for new materials, and each one of those 
new materials receives the same careful attention as to their chemical 
analysis and as to their use-testing properties when combined in a 
cosmetic formula. We cannot, of course, taoe what the result will be 
until such a formula is compounded and tested by our biological divi- 
Sion. 

F Dr. eon. You usually buy them from reputable manufacturers, 
© you 

Mr. Fuser. That is correct. 

Dr. Heprtcx. And you not only know what they say about them, 
but you go ahead and test them? 

Mr. Frier. Exactly. We get every bit of information that any 
company is able te supply us with, of course, before we even formulate 
a product. But in eddibon to that, we have our own program. 

r. Heprtcx. That is all. 

The Cuamman. May I say, Mr. Puller, that you received the same 
telegram or sory that all of the other witnesses received and your 
statement indicates a desire to cooperate. 

Mr. Futzzr. That is right. 
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The CHArrman. And I want to ae apy you, because it has been 
repared with care and thought. And I, for one, found it most help- 
ful, and I know my colleagues here feel that we got some benefit from 
the statement you made and the detailed care which is used by your 
company in testing new products. It has been helpfultome. Thank 
rou, 
: Mr. Fuuier. Thank you, sir. 
Mr. Kiernrevp. Do you wish to hear Dr. Gershon ? 
How long do you think he will be, Mr. Fuller? 
Mr. Fuuter. Possibly 2 minutes. 
The Cuarrman. Your name and address, sir? 
Dr, Gerson. Sol D. Gershon, Lever Bros. Co., 505 Park Avenue, 
New York, 
(The oath was administered by the chairman.) 


TESTIMONY OF SOL D. GERSHON, PH. D., REPRESENTING 
LEVER BROS. CO. 


Dr. Gerson. 1 was privileged to be present last Friday to hear 
jart of the proceedings of this committee, and felt that in view of Mr. 
Horah’s statement on Friday requesting concrete rp Saag from 
representatives and witnesses, that perhaps we could help a little in 
preparing a statement. Over the week end this statement was pre- 
pared and was just typed this morning. 

Though we recognize that legislation can be considered as one means 
of attempting to minimize even the small incidence of injury result- 
ing from the use of cosmetics, we submit, respectfully, that because of 
the small incidence of injury; because legislation at best could only 
effect a partial solution; because of the financial and work burdens 
legislation would impose on the people of this country, the Govern- 
ment and industry; because additional money spent may be more 
helpful in the protection of the public in fields other than the cosmetic 
field, serious consideration should be given to using education, a tool 
used effectively and ir aye in objectives comparable to the one 
under consideration at this time, as the means of attempting to ac- 
complish a reduction in the incidence of injury from cosmetics. 

@ aré Suggesting to the committee that education, rather than 
legislation, be given careful consideration as the most promising 
means of minimizing injury resulting from the use of cosmetics. 

The continued success of a business depends upon the safety of its 
products. This is true for every cosmetic manufacturer, large or 
small. The company which makes products which cause injury to the 
users of the products does not survive in business. 

Whether for selfish reasons or not, every cosmetic manufacture de- 
sires that his products be safe. We believe that because of the con- 
tinuous progress and developments in the sciences that are of conéern 
to the cosmetic industry, more information—more education—would 
assist the manufacturer and his scientific representatives in this ob- 
jective. 

Hearings such as the one in progress are excellent for the indus- 
try because they furnish an opportunity to exchange thoughts on pro- 
cedures designed to incréase product safety. ey publicize the 
safety theme and create an extra awareness of the ever present need 
for careful methods. They are “education” for the industry. 
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We believe that any consideration of a means to minimize injuries 
must take into account the extent of injury compared with the amount 
and extent of usage and what detrimental effects any proposed remedy 
may have. The incidence of injuries due to cosmetics appears to be 
exceedingly small in view of the size of the industry and the number of 
cosmetic products sold. It may be that legislation requiring approval 
of new cosmetics would prevent some of these injuries. On the other 
hand such approvals could lull some users into the belief that all 
cosmetics were accepted by the United States Government and as a 
result could make them less discriminating in their selection and use 
of cosmetic products, leading to the possibility of a greater incidence 
of injury. 

The September 29, 1951, edition of the Journal of the American 
Medical Association includes an article which points out that 107 drug 
fatalities have been reported since 1946, deaths not from poisonings 
of the accidental or suicidal type but from the use of regularly ad- 
vised and prescribed drugs. This was possible in spite of the stringent 
requirements of the Food and Drug Act as it apples to drugs. 

The Food and Drug Administration can do an effective job under 
the present law to the end of minimizing injuries resulting from the 
intented use of cosmetics. The law provides penalties up to $10,000 
fine and 3 years imprisonment, for its violation. Given adequate in- 
formation on testing methods, no manufacturer will choose fine and 
imprisonment over a testing program. The FDA has developed sug- 
gested testing procedures as has the committee on cosmetics of the 
American Medical Association. More widespread publicity and edu- 
cation as to these recommended procedures is needed in the industry, 
so that with full knowledge of the work of others on products in the 
same field, a manufacturer can determine what testing his product 
may require. Continuous eXamination of manufacturing plants 
should be helpful in keeping manufacturers alert. 

In addition to suggested testing procedures, any information indi- 
cating — arising from use of certain ingredients or formula- 
tions which may come to the attention of the FDA, without restriction 
as to publicity, should be publicized to the industry. Such an effort 
will meet with widespread cooperation and acclaim. We feel that 
these hearings are a first step in this education process and again we 
say that we are pleased to have had the opportunity to participate in 
them. 

The Cnarman. Thank you. 

Mr. Kieinrecp. Are you a medical doctor ? 

Dr. GrersHon. No; 1 am a Ph. D. in chemistry and a registered 
pharmacist. 

Mr. Kieinretp. Not a medical doctor or dermatologist ! 

Dr. GersHon. Not a dermatologist, nora physician. * 

Mr. Kiervreivp. You say, on page 2 of your statement, that it may 
be that legislation requiring approval of new cosmetics would prevent 
some of these injuries. Wouldn't that be a good thing ? 

Dr. Grersuon. Taken in itself, yes. 

_ Mr. Kieinreip. We want to keep down injuries as much as we can, 
aon 't we ¢ 

Dr. Gersuon. There is no question about that. Even one injury is 
one too many. 
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Mr. Kieryrevp. If we can prevent even one injury, we ought to try 
to do so, should we not ¢ 

Dr. GersHon. Provided you are not contributing to more injuries 
in another direction. 

Mr. Kieiwrerp. That is right. 

You follow by saying : 

Such approvals could lull some users into the belief that all cosmetics were 
aecepted by the United States Government and as a result could make them less 
discriminating in their selection and use of cosmetic products, leading to the 
possibility of a greater incidence of injury. 

What do you mean by that? 

Dr, Gerson. I mean if the general public got the impression that 
cosmetics were approved by the Food and Drug Administration and 
by the Government, they may take less care in reading directions and 
in discrimination as to the use, and therefore you might have even 
more accidents with respect to cosmetics. 

Mr, Kiernre.p. You mean a requirement that a cosmetic be pre- 
tested fo the satisfaction of the Government agency would make people 
careless ? 

Dr. GersHon. It is conceivable. 

Mr. Kieiretp. Do you know that there is a new drug provision in 
the act which requires pretesting of new drugs / 

Dr. Gersnon. Yes. 

Dr. Kieryrecp. Do you think that has made people more careless 
in buying drugs ¢ 

Dr. Gersuon. Well, the answer there is, of course, they may not 
have to become more careless. I just read you the statement where 
even with good use of the drug, prescribed use of the drug, there is a 
great deal of possibility of injury. 

Mr. Kierrecp. Let me rephrase my question. Do you think that 
the new drug provision of this act, which requires that new drugs be 
pretested to the satisfaction of the Food and Drug Administration 
before they are used, has caused people to become careless in the use 
of drugs ¢ 

Dr. Gersnon. May Lask you a question ¢ 

Mr. Kiervrevp. Yes. 

Dr. Gersnon. Are the new drugs that are passed by the Food and 
Drug Administration sold without a prescription ? 

Mr. Kiemrevp. Both with and without. 

Dr. Gersuon. Both ? 

Mr. Kuiernrevp. That is right. Now can you answer my question ? 

Dr. Gersuon. I should think in that particular case—well, I don’t 
know the answer. How would I know whether or not there is more 
injury as a result of a certain drug having been tested or not ? 

Mr. Kuervrecp. How do you know people would be careless if 
manufacturers had to test cosmetics ¢ 

Dr. Gersuon. I didn’t say they would be. 

Mr. Kiernrecp. We have the experience of the new drug section, 
don’t we ¢ 

Dr. Gersuon. I don’t know that the answer there applies here. 

Mr, Kietnrecp. Do you know there is a provision in the act which 
makes it a criminal offense for a new drug manufacturer to use on the 
label of a drug, or in any advertising relating to a drug, any represen- 
tation that the product has been approved ? 
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Dr. Gerston. Yes; I know that. 

Mr. Kuernrevp. Couldn’t such provision be in the law with tespect 
to cosmetics? 

Dr. Gersuon. There could be such a provision, of course. I expect 
there would be. But if the general yen be ene was that the 
drugs were approved by the Food and Drug Administration, that is 
the cosmetics were approved by the Food and Administration, 
it would have the same effect. If my a nt holds at all, sir—and 
I don’t know that it holds—but if it holds at all, it would have the 
effect whether publicized or not. 

Mr. Kuetnrevp. Doctor, you are suggesting to the committee—and 
this is apparently part of your statement—that education rather than 
legislation be given careful consideration as the most promising means 
of minimizing injury resulting from the use of cosmetics. 

Suppose I want to put out a cosmetic tomorrow, and I am a smal! 
man and I have a bathtub. That’s about all. I want to go into busi- 
ness. I put together some ingredients that I think are probably all 
right and I put my preparation on the market. Isn’t there a possi- 
bility of injury? 

Dr. GrersHon. Yes, I would say definitely there is a possibility of 
injury there. 

r. Kiermrevp. How would education help that situation? 

Dr. Gersuon. If there were education—first of all, let me make 
ote point. I think you recognize that even the Food and Drug Act as 
it applies to drugs doesn’t stop that. In other words, there are plenty 
of violators of the Food and g Act anyway. Therefore, you can 
have injury in the Drug Act just as you can in the Cosmetic Act. 

However, the education will stop the number of people that would 
do that if it was publicized. Here is a man who had $10,000 fine and 
so many years in jail for doing it. 

Mr. eratitwicbs Isn’t there a difference in the situations? In one 
case you have a law which says if you put out a product on the market 
and it causes injury, you are then subject to prosecution. Isn't it true 
that under such a law a manufacturer may say, “I think this is prob- 
ably all right ; therefore I will do it. If it is erry, all right, T will 
be free from prosecution.” Isn’t that correct 

Dr. Gerson. That is right. 

Mr. Kuernretp. The other type of law is one which requires that if 
you want to put a product on the market you must first show us it is 
safe—whether in fact it is good or bad. 

Dr. Gersuon. That is right. 

Mr. Kretrxrerp, Does not the latter type of law minimize greatly 
the danger of injury because the manufacturer knows that whether 
he guesses right or wrong he is immediately subject to prosecution if he 
has not first submitted the requisite data? 

Dr. Gersnon. I grant you that, Mr. Kleinfeld. However, you don’t 
make laws in anticipation of what is going to happen. You make laws 
to prevent what you know is happening. In the cosmetic industry, if 
we admit the amount of injury is small, why make a law to prevent 
something the history of the industry hasn’t shown is needed? 

Mr. Kutrxrevy. Your afsumption is not the assumption held by 
most of the dermatologists. 

The Cuarmman. We will give it a proper evaluation, I aim sure. and 
we are indebted to you for your opinion. 
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Call the next witness. 

Mr. Kuernretp. Dr. Klarmann. 

The Cuairman. Your name and address? 

Dr. Kiarmann. Emil G. Klarmann, Lehn & Fink, 192 Bloom- 
field Avenue, Bloomfield, N. J. 

(The oath was administered by the chairman.) 

The Cuamman. You may proceed. 


TESTIMONY OF EMIL G. KLARMANN, CHIEF CHEMIST, LEHN & 
FINK PRODUCTS CORP., BLOOMFIELD, N. J. 


Mr. Kuerrevp. Dr, Klarmann, you are employed by the Lehn & 
Fink Products Corp. ? 

Dr. Kizarmann. That is right. 

Mr. Kietrevp.. What is your position with that company ? 

Dr. KuarmMann. Vice president in charge of research, also director 
of research for the —maaaate companies of Dorothy Gray and Tussy 
Cosmetics. 

Mr. Kuernrevp. Your training is in chemistry ? 

Dr. Kuarmann. That is right, and chemical engineering. 

Mr. Kuernrevp. Please a our statement. 

Dr. Kuarmann. Lehn & Fink Products Corp. produces four lines 
of cosmetic products, namely, Dorothy Gray, Tussy, Special Formula, 
also individual items under the Lehn & Fink name (Hinds cream, 
Etiquet deodorants, Peb-Ammo tooth paste). The most important of 
these lines is Dorothy Gray which is Nistributed by a subsidiary cor- 
poration known as Dorothy Gray, Ltd. Annexed hereto as exhibit A 
is a list of the items in the Dorothy Gray line. Annexed as exhibit 
B is a list of the ingredients used in these products. The Tussy and 
Consumers Special lines have similar products composed of the same 
ingredients. 

The principal office of Lehn & Fink Products Corp. is at Bloom- 
field, N. J., where it maintains a manufacturing plant and complete 
research and analytical facilities. It also has a newly constructed 
manufacturing plant at Lincoln, Ill. The company believes that its 
success in the field of cosmetics is attributable largely to the extreme 
care it has always exercised in the preparation of its formulas and 
the rigid testing of the ingredients used in its products. The sale of 
cosmetics is based on public acceptance built up through advertising, 
attractive packaging, and an assurance of quality that will induce the 
customer to buy the product again. One defective product in a line, 
or perhaps a defective run of products in the line, will do inestimable 
damage to the reputation of the trade name. It is, therefore, of great 
importance to our company to be certain that every article that leaves 
our plants is absolutely safe for the uses for which it is advertised and 
will live up to the customers’ expectations of quality and effectiveness. 
_ For this reason the company ao for many years retained as part of 
its executive organization a full time chemist with a staff of assistant 
chemists, bacteriologists and technicians who engage continually in 
analyzing and testing raw materials for purity and quality, and con- 
ducting an extensive program of research for the purpose of improv- 
ing our present products.and developing new ones. The laboratory 
itself is fully supplied with equipment designed to carry out this 
work in a ihasanaily complete and scientific manner. 
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Every shipment of raw materials received at our plants is ordered 
according to stringent specifications prepared by our chemists, and 
after arrival it is subjected to careful analysis by the laboratory using 
modern scientific techniques. Any material which does not meet the 
specifications is Cs mare the laboratory. As each batch of finished 

roducts is prepared, samples are carefully checked before packaging 

egins. The production department is not permitted to proceed 
with packaging of any batch until the laboratory has approved 
the sample. ‘After packaging is completed, further samples are 
checked by the laboratory. 

In addition, we support research projects at universities and other 
institutions, from time to time, for the purpose of testing new ingredi- 
ents for quality and effectiveness. One such project is now in prog: 
ress in ieee York institution where a proposed ingredient is being 
tested with a view to finding ways of reducing its allergenic potential. 

From time to time, as a check on our laboratory work, we submit our 
formulas to independent dermatologists for review and for their 
opinions as to the cosmetic effectiveness of the products. Their views 
are given great weight by our chemists in the selection of initial raw 
materials and in the preparation of finished products. In the case of 
new products, great care is exercised before placing them on the mar- 
ket to see that they are both effective and safe. If the new product 
is composed of well-known ingredients with an extensive and un- 
—- record of safety, such as lanolin, mineral oil, glycerine and 
the like, no specific tests of their cosmetic characteristics are nec- 
essary. However, the product is nevertheless subjected to consumer 
use tests by personnel of the Dorothy Gray Salons, and frequently by 
the personnel of Good Housekeeping or other similar organizations. 

On the other hand, where the new products call for the use of new 
chemicals, or for a new principle of application, careful tests are made 
by our laboratory and at the same time projects are established with 
independent dermatologists or other specialists, or with outside scien- 
tific institutions. The new product is not introduced on the market 
until it has met these tests and proved itself to be safe in all respects 
and effective for the purposes for which it is recommended. An 
example of this testing of new products in Cellogen cream, the 
Dorothy Gray brand of estrogenic hormone cream. This product 
contains 10,000 immunizing units of natural estrogenic hormones, and 
it is effective in a the appearance and texture of the skin 
at the point of application, with no perceptible effect upon the sys- 
tem as a whole. 

The marketing of products of this kind has been the subject of 
considerable controversy, the opposition in every case coming from 
persons who have never valijechad the product or the principle to any 
scientific tests or analysis. Before introducing Cellogen cream and 
Cellogen lotion we established a research and testing project at an 
eastern university’s medical school under the supervision of one of 
the country’s leading dermatologists. Under the project the effect of 
the cream on the skin was carefully determined by subjects who used 
it eK over a long period of time. Microscopic examination of 
the skin before and after use showed a definite local improvement in 
the condition of the skin structure, and general examination showed 
clear and marked improvement in the appearance of the skin. A well- 
known endocrinologist made tests to determine the effect on the rest 
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of the body and found no such systemic effect. Thus, the only effect 
observed was local, and this is understandable in view of the fact that 
the quantity of hormone applied on each use was infinitesimal as com- 
pared, for example, with the usual medical dosage. 

These tests, as well as the literature on the subject of tests con- 
ducted by other recognized research scientists, showed conclusively 
that the prejudice against such products was unjustified. Consumer 
use of Cellogen over a number of years has confirmed the accuracy 
of our conclusions. 

Many similar examples of the testing and anlysis of our products, 
over the years, could be given. 

These analytical and research procedures are both elaborate and 
expensive, but we consider them to be absolutely essential to the wel- 
fare and progress of our business, to the preservation of the integrity 
of our trade-marks, and to the protection of our customers. In the last 
10 years we have spent a total of about $1 million on laboratory and 
research work, using modern equipment, and employing chemists and 
bacteriologists with the highest skill and scientific training. 

From a consumer viewpoint, our products have clearly stood the 
test. In the last fiscal year we have placed on the market about 30 
million packages of cosmetics. Careful records have been kept of com- 
plaints which have come to our attention. Their total number during 
the same period of time is 106, or 0.0003 percent (1: 300,000). This is 
so infinitesimal as to be wholly negligible. Also, we are confident that 
many of these complaints are due to other causes, and that it is only 
the consumer’s unscientific guess which caused her to attribute the 
complaint to our product. 


COMMENTS ON PROPOSED LEGISLATION 


We understand that legislation has been proposed under which the 
new-drug provisions of the Federal Food, Drug, and Cosmetic Act 
would be extended to cosmetics. It seems to us that such legislation 
would be both unnecessary and unwise, for the following reasons: 

(1) The provisions of the present Federal Food, Drug and Cos- 
metic Act with respect to adulteration of cosmetics furnish adequate 
protection to the public against the use of faulty ingredients. Cases 
of adulteration not prevented by the inhibitions of the act, or by the 
Food and Drug Administration’s enforcement activities, are in most 
cases due to accidents which would have occurred irrespective of any 
administrative review by a Government agency. One cannot pre- 
vent aecidents by legislation. 

(2) The importance of quality and safety to the success of any 
cosmetic business furnishes a stronger incentive for care in the selee- 
tion of ingredients than would legislation. 

(3) The testing facilities and personnel of a Government agency 
are not likely to be better, and may be substantially less effective, than 
those of a private company which is necessarily anxious to avoid the 
use of any faulty ingredient that would destroy its business and its 
trade-marks. The analytical and research facilities of our company 
and those of the leading cosmetic manufacturers are of the highest 
character and quality (for our and their own protection respectively ) , 
and there is no reason to believe that an already heavily burdened 
Government agency could do better. 
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(4) If the laboratories of private cosmetic companies were bur- 
dened with the red tape of pretesti Peeper, their efficiency, 
and effectiveness would be copsiderably “ert rset 

(5) If the Government assumes the responsibility of administra- 
tive review and approval of cosmetic materials, the public will feel 
that the Government has guaranteed their effectiveness and safety, 
and in the public mind the Government will share the blame for un- 
avoidable accidents. 

(6) Unlike drugs, cosmetics are not taken internally and harm 
from defective ingredients is seldom of a serious character. The dan- 
ger to the public is not of sufficient magnitude to justify a further 
increase in Government control of private enterprise. ere a se- 
rious public danger erg Disrittch oe control is desirable; but the 
Government should not rmitted or required to step in with 
elaborate regulation to Ai sg every complaint or fetish that comes 
to the attention of Congress. Where the motive of private industry 
for protecting the public is as great as that of a Government agency, 
Government interference is not needed. 

(The list of products and > can submitted by Dr. Klarmann 
are in the files of the committee). 

Mr. Kuerxrevp. Dr. Klarmann, on the last page of your statement, 
item 4, you say: 

If the laboratories of private cosmetic companies were burdened with the red 
tape of pretesting requirements, their efficiency and effectiveness would be 
considerably reduced. 

Suppose we had a law on cosmetics similar to the law which now 
exists in connection with new drugs; the law would require that before 
a new product is put on the market, the manufacturer must make tests 
to show that the product is safe and submit the results of his tests 
to the Food and Drug Administration. Do you call that red tape! 

Dr. Kuarmann. I would not call this particular example red tape, 
Mr. Kleinfeld. I believe a distinction must be drawn between a new 
product which is constituted from well-known and customarily em- 
ployed ingredients, incidentally ingredients which are used by a 
tologists themselves, and a product which involves either a brand 
new type of chemical or a new application principle. 

There is, as I have tried to bring out in the prepared statement, 
every reason to assume that the new product or the new principle will 
ean f ne a y+ a : a 

y the fact that tively ing no evidence exists of any 
having resulted to consumers from the use of untested new products. 
By that I mean damage that could have been controlled rationally. 

Now I am aware of the cases which the Food and Drag Adminis- 
tration has adduced in connection with the ition which is now 
under discussion. That is the case, for a of the shampoo, or 
the case of the nail-polish coat. 

Mr. Kuzrxreip. Let's discuss the shampoo, please. 

Dr, Kiazwanwn. If I may comment on the shampoo. I would say 
-. ane neg Now oo we have become aware of the existence 
of substances with potentially damaging action on the cornea, you 
may rest assured that every manufacturer of shampoo will seaely 
test his product for freedom from any irritation on the cornea. How- 
ever, until this particular case has come to our attention, I doubt very 
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much—and I am not speaking as a dermatologist—I doubt very much 
that if we had submitted such a product to a dermatologist, it would 
have occurred to him to test it for eye irritation, simply because 
shampoos have been on the market for a great many years, and eye 
injury resulting from this type of product has never been reported 
before. 

Now that we know of this possibility, we shall add the eye-irritation 
test as one of the must tests in pretesting cosmetics. 

Mr. Kiervretp. You say no dermatologist envisioned damage to 
the eye from the shampe 0? 

Dr. KLARMANN. I am not speaking as a dermatologist, but there are 
a great many shampoos on the market, and some of the more reputable 
companies must have had them tested by dermatologists. But I know 
of no published information on shampoo tests on eyes antedating the 
particular occurrence which is mentioned in the letter of Assistant 
Commissioner Harvey. 

Mr. Kuernrexp. Isn’t it a fact that some people were injured by 
the use of these shampoos / 

Dr. KLaARMANN. Yes; it is a fact. 

Mr. Kuernrevp. Isn't it a fact that if the shampoos had been tested 
in the eyes of rabbits, injury would immediately have been seen ? 

Dr. KuaRMANN. Yes; that is probably so. But this is due to the 
introduction of a new product in a shampoo which was not customary 
or known previously, m contrast to all the other shampoos of which 
there have been hosts on the market. 

Mr. Kuierreip. That is what we are talking about. You have a 
new product that you are putting on the hair. Is it unreasonable to 
assume that it may get into one’s eyes? 

Dr. KLarMANN. It is very reasonable to assume that. 

Mr. Kuernrecp. Then, why— 

Dr. Kiarmann. It was unexpected, however, to assume that the 
product, after having gotten into the eyes, would cause any perma- 
nent injury, something that wouldn’t wash out with water. 

Mr. Kiernrevp. How can you tell without testing? 

Dr. KiarmMann. Precisely because of this: Up until then we didn’t 
know about the possibility of such things. Now we know there are 
such things. Then we have to be very careful with any new materials 
entering into shampoo formulas, and will be in the future. 

Mr. Kuiernrevp. Isnt what you are saying, Doctor, that when- 
ever an injury occurs, we then ought to change our procedures? Isn't 
that it ? 

Dr. Kirarmann. Beg pardon ? 

Mr. Kiervrecp. Aren’t you saying that whenever any injury 
occurs, at that time we ought to make a change in our cosmetic prepa- 
rations and formulation ? 

Dr. Kuarmann. We should take notice of that, and introduce such 

sts that will prevent injuries from occurring. 

Mr. Kieryrecp. But meanwhile injuries have occurred; is that 

rht ? 

Dr. Knarmann. That is right. 

Mr. Kiervrevp. Is the eye composed in part of mucous membrane ? 

Dr. Kurarmann. The eyelid has a mucous membrane. 

Mr. Kurrmreip. As far back as December 1944, an article was 
printed in the Journal of Pharmacology and Experimental Therapeu 

96568—52—pt. 3——15 
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tics, volume 82, No. 4, December 1944, entitled, “Methods for the 
Study of Irritation and Toxicity of Substances Applied Topically 
to the Skin and Mucous Membranes,” by three gentlemen employed 
by the Food and Drug Administration. 
“Dr. Kiarmann. Dr. Draize and coworkers. 
Mr. Kuiervrevp. Drs. Draize, Geoffrey Woodard, and Calvery. 
Dr. Kuarmann. That is — 
Mr. Kiervrevp. They say this, for example: 


Irritation of mucous membranes is measured on the rabbit’s eyes and penis— 
They say later: 

In the measure of injury to the eye, a modification of the scoring system of 
Friedenwald, Hughes, and Herrmann is used. Injuries to the cornea, con- 
junctival and palpebral mucosae, and the iris are scored separately. In testing 
the materials (liquids, solutions, and ointments) 0.1 millimeter is instilled in 
the conjunctival sac. 

That is back in 1944. 

Dr. KiarMann. Yes, sir. 

Mr. Kirinrevp. Doesn't that indicate that a careful person would 
in any event, where a product is to be applied in an area where there 
is mucous membrane, make rabbit tests? 

Dr. Kiarmann. As far as I understand this paper, Mr. Kleinfeld, 
this is a method of testing the irritancy of various materials by using 
the eye as the test object. It is not a method anticipating the in- 
jurious quality of certain shampoos. 

In other words, if a dermatologist, who is familiar with the cus- 
tomary procedure of patch testing had been given a shampoo for 
the determination of its irritant action, he might have tested it also 
on the scalp, in order to ascertain any irritant action on the scalp. 
I concede that if he had been particularly far-sighted he might have 
thought of the risk of the shampoo running into thé eyes and causing 
injury. I will say that in most cases, he would not have thought of 
it. He would have said that if this preduct were not irritant under 
the conditions of its intended use, then it should receive his clearance. 

What we are discussing here is the result of progress and develop- 
ment in the field of new materials entering into cosmetics. Now that 
we know that this particular contingency exists, every self-respecting 
manufacturer of shampoos will, of course, be particularly careful to 
have his product tested for eye irritancy. 

The Cuamman, Off the record. . 

(Discussion off the record.) 

Mr. Kiervre.p. Doctor, a couple of days ago we had testimony 
here from a representative of the Colgate-Palmolive-Peet Co., who, 
in discussing the tests they had made on their Halo shampoo before 
putting it on the market, said in addition to other tests their studies 
consisted of determining the irritation of solutions of the material 
on the shaved skin of rabbits and in rabbits’ eyes. The company 
was talking about its Halo shampoo? 

Dr. Kiarmann. Yes. 

Mr. Kiervre tp. The witness also testified that that type of testing 
was done many years ago. Apparently they do more comprehensive 
testing than your company. Is that correct? 

Dr. Kiarmann. Well, they are a shampoo house, and they must 
have had a great deal of foresight in this respect. 
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Mr. Kuernrevp. They must have had foresight ? 

Dr, KiarMann. A great deal more than many other companies. 

Mr. KiEernFeLp. But they did it before these recent injuries; isn’t 
that correct ¢ 

Dr. Knarmann. I don’t know. If your records show that—— 

Mr. Kierrevp. If they did, it means they contemplated such possi- 
bility of harm from the shampoo getting into the e yes? 

Dr. Kuarmann. Not necessarily. As I pointed out before, Dr. 
Draize’s tests are for determination of irritancy in general. His test 
is not primarily intended to show the injury to the eye. It is the 
other way around. The eye is used as the organ on which irritancy 
is determined, because it is a sensitive organ and the findings on the 
eye would apply with greater force to conditions found elsewhere. 

Mr. Kieinrecp. That is quite a statement, Doctor, but it is a fact 
that this company, Colgate-Palmolive-Peet, testified that years ago, 
when they put out their product, their shampoo, they tested it in 
rabbits’ eyes to find out what was going to happen. 

Dr. Kirarmann. If that is what the statement says: yes, sir. 

Mr. Kurinrevp. That is being rather careful, is it not / 

Dr. KinarmMann. That is showing an interest in extending the testing 
to the widest possible area so that not only does one use the skin as 
the test medium, but also the eye. Not having talked with the gentle- 
men from Colgate’s, | can’t tell you with what purpose in mind they 
ran these tests. 

Mr. Kierrevp. Is it reasonable to say their purpose was to prevent 
harm from being done to the eye? 

Dr. Kiarmann. I haven't the remotest idea 

The Cuatrman. Of course, that is obvious, is it not 

Dr. KrarMann. No, sir; not from Dr. Draize’s paper. 

The CuammMan, It is to me. 

Mr. Kiernrevp, Are your products being submitted to the American 
Medical Association’s committee on cosmetics for acceptance ? 

Dr. KiarmMann. No, sir. But we do have our formulas reviewed 
by dermatologists from time to time. And I am proud to say at no 
time did we have any occasion to modify anything because of dermato- 
logical objection. 

Mr. Kiernreip. Do you know the difference between the provisions 
in the present act with respect to new drugs and cosmetics ? 

Dr. Kuarmann. Yes; I am familiar with that. 

Mr. Kurrxrenp. ‘The present law requires, and has required since 
1938, that before you can put a new drug on the market, not any 
drug, but a new drug, you must first submit “data as to its safety to the 
Food and Drug Administration ? 

Dr. KiarmMann. That is right. 

Mr. Kverrevp. That your new drug, under the conditions of use 
for which it is intended, will not hurt anybody; is that correct? . 

Dr. Kirarmann. That is correct. 

Mr, Kuernrexp. That has been in existence since 1938? 

Dr. Ktarmann. That is right. 

Mr. Kiernreip. Have you any evidence that the drug industry has 
suffered because of that requirement? 

Dr. KuarMANN. Not to my knowledge. 

Mr. Kiernreip. Because of red tape that has been in existence? 
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Dr. Kiarmann. Not to my knowledge. I think it is a very good 
provision, 

Mr. Kueinrevp. But you don’t think the provision would be a good 
one with respect to new cosmetics ¢ 

Dr. Kirarmann. The reason I don’t think so, Mr. Kleinfeld, is this: 
In the case of new drugs there was considerable evidence that such a 
thing was necessary. At the present time the need for an amendment, 
let’s call it a new cosmetic amendment, is largely hypothetic. 

Mr. Kuermreitp. Do you know what the need was Ba Splat to new 
drugs! For years nothing happened at all, and then one product was 
wank which killed 100 people—a sulfanilamide preparation. 

Dr. Kiarmann. I don’t recall the whole history, but I know from 
the number of seizures the Food and Drug Administration has been 
carrying out for a number of years, that a lot of presets were mis- 
labeled, adulterated, or filthy and that they were sold to the unsuspect- 
ing buyer, and so something had to be done to stop the traffic. 

Mr. Kuewrevp. And you think that doesn’t hold true with 
cosmetics ¢ 

Dr. Kiarmann. No, sir. 

Mr. Kuri revp. I have no further questions. 

The Cuarrman. Mr, Horan? 

Mr. Horan. For my information, where does a cold cream, for in- 
stance, guit being a cosmetic and become a salve ¢ 

Dr. KuarMann. Become a salve? 

Mr. Horan. Yes: or a medicine. How do you make that di- 
tinction ¢ 

Dr. Kiarmann. At the present time the distinction as to when : 
cosmetic becomes a drug depends somewhat on the claim. When yo 
make a claim or offer evidence that this particular substance has « 
functional effect that is reaching below the skin, by producing, let us 
say, an antiseptic action or by producing a rubefacient effect by wa) 
of bringing blood to the surface, or things of that sort, then it becomes 
a drug. A cosmetic is something whose action is superficial. Som: 
cosmetics are also drugs. For instance, an antiperspirant crea: 
applied to stop perspiration is not only a cosmetic but also a drug. 
because it restricts the flow of perspiration. 

Mr. Horan. It isa rather fine distinction, is it not ? 

Dr. Kiarmann, It is a distinction in the Food, Drug, and Cosmet: 
Act. 

Mr. Horan. Shampoo, if you put a little medicine in it, might be 
come a Mange cure, 

Dr. Kiarmann. That is true. If you put an antiseptic in a sham 
poo and claim control of bacterial contamination you make it a drug 
If you make no such claim and recommend the product merely fo: 
cleansing, it is not a drug. 

Mr. Horan. Thank you. 

ve CnarrmMan. That is all, thank you. 

We will recess until 2 o'clock. 

(Whereupon, at 12: 40 p. m., a recess was taken until 2 p. m. of the 
same day. } 
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AFTERNOON SESSION 


The Cuamman. The committee will come to order. 
Mr. Kurrxnrerp. Dr. Sharlit. 
The Cnamman. Your name and address. sir? 
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Dr. Suarurr. Herman Sharlit, 32 East Sixty-fourth Street, New 
York City. 

(The oath was administered by the chairman.) 

The CHamrmMan. You may proceed. 


TESTIMONY OF HERMAN SHARLIT, M. D., NEW YORK, N. Y. 


Mr. Kuernrert. Doctor, where did you obtain your medical degree / 
Dr. Suarurr. Cornell University. 
Mr. Kuernretp. What year? 
Dr. Suarurr. 1917. 
Mr. Kixrvrecp. How long have you specialized in the field of 
dermatology ¢ 
Dr. Suarurr. About 22 years. 
Mr. KLEINFELD. You are a fellow of the Ame} ican Medical 
Association ¢ 
Dr. Suarurr. Yes. 
Mr. Kiervrevp, And certified in the field of dermatology by the 
(merican Board of Dermatology and Syphilology ? 
Dr. Suaruit. Yes. 
Mr. Kuemreip. You are a member of the American Dermatological 
\ssociation ¢ 
Dr. SHaruir. Yes. 
Mr. Kuernretp. And of the American Academy of Dermatology 
ind Syphilology ¢ 
Dr. SHaruit. Yes. 
Mr. Kuernreip. You are assistant professor 
Dr. SuHaruir. Associate professor. 
Mr. Kuiernrecp. Pardon me. Where? 
Dr. SuHaruir. At the Postgraduate Medical School, New York Uni- 
versity. 
Mr. Kiemretp. Have you contributed papers in the field of derma- 
tology to the professional publications? 
Dr. Suarur. Yes. 
Mr. Kuxrnreitp. Are you a consultant to various cosmetic manu- 
facturers ¢ 
Dr. Saarurr. Only for one cosmetic manufacturer, but I do con- 
sulting work in the pharmaceutical industry, too. 
Mr. Kuieryrevp. For which cosmetic manufacturer do you do con- 
ulting work? 
Dr. SuHaruit. Helena Rubinstein. 
Mr. Kuernrecp. Will you read your statement, please ! 
i Dr. SHaruir. I imagine you refer to this letter I wrote you. Is 
that what you call a statement ? 
Mr. Kiernreitp. Whatever you wrote to us, call it what you will. 
Dr. Suaruir. Obviously no new product for application to skin 
should be generally marketed without adequate preliminary use tests 
to establish acceptable safety, be the product a drug or cosmetic. A]- 
though under present law there is no requirement that evidence of 
icceptable pretesting of new cosmetics be submitted for inspection and 
pproval, my experience with the cosmetic industry would indicate 
that it has, on the whole, operated with a wholesome sense of its 
responsibility to the public in the preparation through testing of what 
might be reasonably considered a new cosmetic. I believe the record 
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proves this. As I review the few unfortunate experiences in recent 
years of the marketing of genuinely harmful cosmetics, I see in each 
instance circumstances that were unique and unusual—circumsances 
that could well lead to a failure of presumably acceptable pretesting 
to disclose or even suggest the ulitmate hazard revealed through mass 
use, 

The distinction between acceptable pretesting and effective pre- 
testing is real and goes to the heart of the problem of what should be 
accepted qualitatively and quantitatively as allowable untoward ef- 
fects from cosmetic products. As referable to the commonest damage 
from cosmetics, a simple, banal dermatitis induced on an allergic 
basis—and, incidentally, the most frequent elements in cosmetics to 
induce them are the fragrancies—I hold the opinion that the industry 
is in possession of practices of pretesting adequate to discover prod- 
ucts that could give a too high an incidence of allergic reactions. As 
to unanticipated types of damaging effect from cosmetic practice into 
which category I would place the eye damages from shampoos and nail 
base damage from base coats, ordinarily practiced pretesting could 
and did fail to disclose the hazard in time. In the fight of the dis- 
closure of these latter types of damage, pretesting practices should be 
modified—and already have been with respect to shampoos—with 
respect to some products. 

Much good would flow from the cooperation of the industry with 
Food and Drug Administration in a complete study of all the aspects 
of the pretesting problem as applicable to all cosmetics. 

The Cuatrrman. Mr. Kleinfeld ? 

Mr. Kuirinrevp. Doctor, in your statement you say that the eye 
damage from the shampoos was an unanticipated type of damage. 
Now why do you say that? 

Dr. Suaruir. Oh, of course, a shampoo isn’t made to be thrown in 
the eye. It is true that incidentally, no matter what effort you make 
to avoid getting some shampoo mixture in your eye—I have been in 
this industry for many, many years and have had occasion to concoct 
shampoos and to have them tested. I would never think of deliberately 
throwing these things into the eye to see if some unexpected damage 
would accrue from that. It hasn’t been a practice. That is why this 
wasn’t discovered. 

Mr. Kiemnreip. Well, we had testimony from Colgate that they had 
done just that sort of testing many years ago with their shampoos. 
Now, they must have thought that it was possible that damage would 
result to one’s eye by reason of the shampoo. 

Dr. Suarirr. Let me tell you that the point at which the testing 
has to be done, whether it is with respect to an ingredient or with 
respect to a finished product, is very important in directing the psy- 
chology of the examiner and the concocter. The fellow who makes 
the ingredient, these synthetic detergents, and is looking for a market 
must be very keen as to what his possibilities are, where the market 
would be and where it wouldn’t be; and he would have in mind testing 
the ingredient for all possible damage to all areas exposed to that 
ingredient no matter how used. But if an ingredient such as that 
detergent is brought to somebody that is going to make a shampoo 
and is recommended as a detergent, as a wetting agent, as a surface 
tension reducer for this mixture, the man who uses it probably gets 
the impression it is safe to use and he is using it for the specific 
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purposes for which it has been recommended—its physical properties. 
And he overlooks to make that test. 

I am just saying this: That if I was unfortunate enough to have these 
quaternary ammoniums thrown at me for inclusion in a shampoo, I 
might have been the culprit who overlooked it, and I am willing to be 
liberal enough to say somebody else overlooked it, too. 

Mr. Kiernreitp. Well, somebody else overlooked it; is that right? 

Dr. Smaruir. Yes. It wasn’t a usual practice. 

Mr. Kierrevp. Now it is, isn’t it? 

Dr. Smarurr. It had better be. I don’t know whether it is a usual 
practice. I have never seen any of the cases. I spoke to men in Wash- 
ington who went down and saw the case and told me about it, and I 
don’t want to ever see a case I am responsible for. 

Mr. Kuierretp. Would you recommend that something used for a 
bubble bath should be tested in rabbits’ eyes before its use? 

Dr. SHaruir. Pardon me!’ Used as what? 

Mr. Kuernrerp. Should a substance to be used in a bubble bath 
preparation first be tested in a rabbit’s eye ? 

Dr. SuHaruir. Obviously, that would come into the same category. 
If anything is going to get in your eye, you want to make sure that 
the eye is safe from an incidential inclusion of the material in the eye. 

Of course, we all know that soap in the eye irritates for a few 
minutes, makes it red for 2 or 3 days—perfectly harmless. But I un- 
derstand that the effects of these specific detergents were terrific. 
In other words, this was a brand-new experience, and that is how 
we learn, unfortunately. Some of these experiences are sad, but that 
is the way we learn. 

Mr. Kuermvrecp. You mean we learn because of damage which 
oceurs: is that right ¢ 

Dr. SHarurr. Certainly we learn what happened and what can 
happen. 

Mr. Kuervrevp. For example, some time ago Rohm and Haas put 
out some advertising literature. Part of it was their report on the 
investigation of the corneal irritation characteristics of Triton X-—100, 
which was to be used for bubble bath purposes. 

Dr. Suaruir. Yes. 

Mr. Kuervrerp. Quite some time ago. And Rohm and Haas ad- 
vised people who bought this preparation as follows: 

In order to evaluate the practical significance of these data we related the 
lowest indicated irritating concentrations to those used for bubble-bath purposes. 
The usual practice is to employ a total of two grams of Triton X-—100 for produc- 
ing bubbles in the bath. Assuming that the average bath consumes about 20 
gallons of water, the use concentration of the triton would be about 1: 38,000, 
which allows a 38:1 safety margin before any irritation is encountered. Even 
when children’s baths are considered, the minimum volume of about 5 gallons of 
water would give a use concentration for the triton of about 1: 9500, which 
allows almost a 10: 1 safety margin over the irritating concentration 

So apparently Rohm and Haas, as well as Colgate, envisioned the 
possibility of substances put in shampoos or bubble baths getting into 
people’s eyes. 

Dr. Smarurr. I didn’t mean to imply it is the first time I ever heard 
of a shampoo getting in the eye. I got it in my eye plenty of times. 
But it is the first experience where any ingredient of a mixture such 
as that had the possibility that eventually proved to be shown for 
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proves this. As I review the few unfortunate experiences in recent 
years of the marketing of genuinely harmful cosmetics, I see in each 
instance circumstances that were unique and unusual—circumsances 
that could well lead to a failure of presumably I 3 8 pretesting 
to disclose or even suggest the ulitmate hazard revealed through mass 
use, 

The distinction between acceptable pretesting and effective pre- 
testing is real and goes to the heart of the problem of what should be 
accepted qualitatively and quantitatively as allowable untoward ef 
fects from cosmetic products. As referable to the commonest damage 
from cosmetics, a simple, banal dermatitis induced on an allergic 
basis—and, incidentally, the most frequent elements in cosmetics to 
induce them are the fragrancies—I hold the opinion that the industry 
is in possession of practices of pretesting adequate to discover prod- 
ucts that could give a too high an incidence of allergic reactions. As 
to unanticipated types of damaging effect from cosmetic practice into 
which category I would place the eye damages from shampoos and nail 
base damage from base coats, ordinarily practiced pretesting could 
and did fail to disclose the hazard in time. In the ficht of the dis- 
closure of these latter types of damage, pretesting practices should be 
modified—and already have been with respect to shampoos—with 
respect to some products. 

Much good would flow from the cooperation of the industry with 
Food and Drug Administration in a complete study of all the aspects 
of the pre testing problem as applicable to all cosmetics. 

The Cuarrman. Mr. Kleinfeld? 

Mr. Kieinreip. Doctor, in your statement you say that the eye 
damage from the shampoos was an unanticipated type of damage. 
Now why do you say that? 

Dr. Suartrr. Oh, of course, a shampoo isn’t made to be thrown in 
the eye. It is true that incidentally, no matter what effort you make 
to avoid getting some shampoo mixture in your eye—TI have been in 
this industry for many, many years and have had occasion to concoct 
shampoos and to have them tested. I would never think of deliberately 
throwing these things into the eye to see if some unexpected damage 
would accrue from that. It hasn’t been a practice. That is why this 
wasn't discovered. 

Mr. Kiernreip. Well, we had testimony from Colgate that they had 
done just that sort of testing many years ago with their shampoos. 
Now, they must have thought that it was possible that damage would 
result to one’s eye by reason of the shampoo. 

Dr. Suarcrr. Let me tell you that the point at which the testing 
has to be done, whether it is with respect to an ingredient or with 
respect to a finished product, is very important in directing the psy- 
chology of the examiner and the concocter. The fellow who makes 
the ingredient, these synthetic detergents, and is looking for a market 
must be very keen as to what his possibilities are, where the market 
would be and where it wouldn’t be; and he would have in mind testing 

the ingredient for all possible damage to all areas exposed to that 
ingredient no matter how used. But if an ingredient such as that 
detergent is brought to somebody that is going to make a shampoo 
and is recommended as a detergent, as a wetting agent, as a surface 
tension reducer for this mixture, the man who uses it probably gets 
the impression it is safe to use and he is using it for the specific 
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purposes for which it has been recommended—its physical properties. 
And he overlooks to make that test. 

I am just saying this: That if I was unfortunate enough to have these 
quaternary ammoniums thrown at me for inclusion in a shampoo, I 
might have been the culprit who overlooked it, and I am willing to be 
liberal enough to say somebody else overlooked it, too. 

Mr. Kiernrecp. Well, somebody else overlooked it; is that right ? 

Dr. Swarutr. Yes. It vrasn’t a usual practice. 

Mr. KiernFep. Now it is, isn’t it? 

Dr. Smarurr. It had better be. I don’t know whether it is a usual 
practice. I have never seen any of the cases. I spoke to men in Wash- 
ington who went down and saw the case and told me about it, and I 
don’t want to ever see a case Iam responsible for. 

Mr. Kueryretp. Would you recommend that something used for a 
bubble bath should be tested in rabbits’ eyes before its use? 

Dr. SmHarurr. Pardon me? Used as what? 

Mr. Kuernreitp. Should a substance to be used in a bubble bath 
preparation first be tested in a rabbit’s eye ? 

Dr. SHarurr. Obviously, that would come into the same category. 
If anything is going to get in your eye, you want to make sure that 
the eye is safe from an incidential inclusion of the material in the eye. 

Of course, we all know that soap in the eye irritates for a few 
minutes, makes it red for 2 or 3 days—perfectly harmless. But I un- 
derstand that the effects of these specific detergents were terrific. 
In other words, this was a brand-new experience, and that is how 
we learn, unfortunately. Some of these experiences are sad, but that 
is the way we learn. 

Mr. Kuerreirp. You mean we learn because of damage which 
occurs: is that right ? 

Dr. SHaruit. Certainly we learn what happened and what can 
happen. 

Mr. Kiervreip. For example, some time ago Rohm and Haas put 
out some advertising literature. Part of it was their report on the 
investigation of the corneal irritation characteristics of Triton X—100, 
which was to be used for bubble bath purposes. 

Dr. Smarr. Yes. 

Mr. Kiermnretp. Quite some time ago. And Rohm and Haas ad- 
vised people who bought this preparation as follows: 

In order to evaluate the practical significance of these data we related the 
lowest indicated irritating concentrations to those used for bubble-bath purposes. 
The usual practice is to employ a total of two grams of Triton X—100 for produc- 
ing bubbles in the bath. Assuming that the average bath consumes about 20 
gallons of water, the use concentration of the triton would be about 1: 38,000, 
which allows a 38:1 safety margin before any irritation is encountered. Even 
when children’s baths are considered, the minimum volume of about 5 gallons of 
vater would give a use concentration for the triton of about 1: 9500, which 
allows almost a 10: 1 safety margin over the irritating concentration. 

So apparently Rohm and Haas, as well as Colgate, envisioned the 
possibility of substances put in shampoos or bubble baths getting into 
people’s eyes. 

Dr. SHaruir. I didn’t mean to imply it is the first time I ever heard 
of a shampoo getting in the eye. I got it in my eye plenty of times. 
But it is the first experience where any ingredient of a mixture such 
as that had the possibility that eventually proved to be shown for 
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that particular detergent which was used in the products concerning 
which we are talking. 

Mr. Kureryrevp. But if the manufacturer had taken the troub!,, 
because it was using a combination not theretofore used, to mak; 
a test, that injury would not have occurred ¢ 

Dr. Suaruir. In other words, if he didn’t offer it for sale for that 
use, nobody would have had it for use and nobody would have be: 
damaged, obviously. 

At this point, I might say I am quite in favor of setting up a certifi 
list for synthetic detergents just as we have for colors. Why not ! 
Let the fellow who makes it go through all the effort to determine 
whether he is allowed to sell it for certain purposes. 

Mr. Kuixrnrecp. You are not limiting yourself to synthetic dete: 
gents, are you? 

Dr. Smarurr. I think soaps are pretty safe. I wouldn’t want an) 
body to bother about soaps after 2,000 years. You know what they 
can do. 

Mr. Kiernretp. How about any cosmetic where you use a combina- 
tion of ingredients not theretofore used ? 

Dr. SuHarurr. A combination of ingredients known but mixed in 
this one unusual way ¢ 

Mr. Kuernrecp. Yes. 

Dr, Suartir. That leaves me pretty cold as being of importance. 
Because in the first place we know what the type of damage is in 99.9 
percent of the cases. It is a simple dermatitis and it is on an allergic 
basis. And if we get into the question of determining just what inc’ 
dence of allergic response to accept and what we can’t accept, we are 
getting into more than medicine, we are getting into philosophy. And 
it has been my experience that the consumer decides what is an accept 
able degree of damage, neither the doctor nor the law. And that has 
happened in the cosmetic industry on several occasions. If you want 
me to, I will explain what I mean by that and what has happened. 

Mr. Kiervrerp. You mean that if enough damage occurs, people 
stop buying the product. 

Dr. Suarurr. No. I mean that if enough people like a product, they 
are not concerned with who else is damaged. They want it and they 
go out and get it. And the law finally says, “All right, all you people 
who want it, for the poor people who can’t use it, we will put some- 
thing on the label to protect them—if they read labels—but we are 
going to make it available.” 

Isn’t that true of para dyes in hair? Twenty years ago I appeared 
before the commissioner of the City of New York when the whole 
group of beauty operators went up to protest the sanitation code of 
the city, the prohibition in the a against the use of para dyes on 
hair. They said they were losing all their customers, the customers 
were all going up to Yonkers to have their hair dyed. The few of tlie 
operators who were willing to bootleg the dye into New York were 
having all the business, and the others who wanted to abide by the 
sanitary code were losing the business. 

What was the outcome? They decided to permit them as operators, 
so-called skilled workers, to use para dyes in hair with regulations 
about signs in the booths—patch testing, watching out for abrasion: 
of the scalp before it was used. But the point was they allowed the 
use of para dyes in hair when applied by an expert operator. 
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Now, within the last year what has happened? Now the law is 
allowing para dyes to be sold, to be taken home where inexpert ama- 
turs are now using it in the hair. Why was all this changed? Be- 
cause the consumer said, “I want it. Don’t tell me it does damage. 
It didn’t do me any damage. I want it.” And they got it. 

Mr. Kiervrecp. Where did vou get the impression that the con- 
sumer coming in and making that demand caused that change! 

Dr. Suaruir. I thought I was telling you a story. 

Mr. Kueinrevp. It is a story, and I am trying to find out the source. 

Dr. Suarurr. The operators were losing customers because they 
were going where they could get a certain ingredient used on their 
scalp. They left the city of New York to get it, and the operators 
wanted those customers back. I think that goes right back to the 
msumer. 

Mr. Kueinrevp. You mean the change in the law was caused by that 
rt of consumer demand ¢ 

Dr. Saarurr. Para dyes are dangerous. There was a time when you 
could get a fairly good hair dye with vegetable dyes. There were 
operators who learned how to use them and make a fairly good job. 

Sut the para dyes do a better job, and they are easier to manipulate, 
and you don’t have to be so expert. 

Now, the city of New York wouldn't allow these para dyes to be used 
in the city of New York, but the city of Yonkers did, and the beauty 
operators in New York were losing their business because women no- 
ticed that other women were getting a better job done and went after it. 
The fact that New York wouldn’t allow it to be used didn’t mean any- 
thing to them. 

There was a reason. They never made inquiries. They didn't care, 
they wanted to take the risk. 

Mr. Kiernrevp. Maybe the answer is to have Yonkers pass similar 
regulations. 

Let me get your point, Doctor. Are you saying that if a product is 
dangerous and people want it, they ought to be able to get it? 

Dr. Suarurr. I am saying that ultimately in the last analysis the 
people decide what ultimate risks should be for the public. Everyone 
decides for himself. 

Mr. Kurernrevp. Let me go into it a little further. Suppose a lot 
of people want sleeping pills. Under the law they are not supposed 
to be able to get sleeping pills without the prescription of a doctor. 

Dr. Suaruit. Yes. 

Mr. Kiernrevp. There are a lot of people who want sleeping pills in 
New York City, Yonkers, or some place else. Are you saying because 
they want it they ought to be able to get it? 

Dr. Suarurr. No. The analogy isn’t perfect, you know. 

Mr. Kuetnrevp, Pardon? 

Dr. Suarurr. The analogy isn’t perfect, you know. 

Mr. Kieinrecp. Why isn't it ? 

Dr. Suaruir. For the simple reason that there are other methods 
of getting it. The law doesn’t say you can’t get sleeping pills. It 
regulates the manner in which you can get it. You make a prohibi- 
tion against ever getting a sleeping pill through a doctor and else- 
where, and then you come and tell me what happens. 

Mr. Kiernrevp. Aren’t there some things you can’t get under any 
circumstances in this country, like heroin ? 


sf 
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Dr. Suaruir. You can get that under the proper circumstances. 
Mr. Kurinrexp. It is pretty difficult, though, isn't it‘ 

Dr. Suaruir. I probably haven’t made my point clear. Have I/ 
If you are comparing a method for gutting heroin with a method for 


getting a cosmetic which has a certain incidence of damage and there 


fore should be prescribed for everybody so that the few who are dan 

aged might not. be damaged at all, I have not made myself clear. In 
other words, there is no longer the philosophy of the greatest goo: 
for the greatest number. It is going to be the greatest good for thi 


idiosyneratic few. 

Mr. Kierrevp. Let’s assume, Doctor, that Congress determine: 
that the type of dyes to which you have been referring contains suc! 
elements of possible danger for some people that the Congress is not 
going to permit that dye to be used any longer. 

Dr. Suaruir. What would happen‘ 

Mr. Kueinrecp. What would happen ¢ 

Dr. Suarurr. Bootleg it. Bootleg it. That is what was done 
then—they were bootlegging it. You don’t just bootleg liquor, you 
bootleg whatever you want. If you want it bad enough, and there is 
a Way to get it, vou bootleg it. If a cosmetic, you bootleg that. 

Mr. Kxieinretp. You mean the crying demand for that type of dy: 
is so vast it would be bootlegged ¢ 

Dr. Suarcrr. Obviously, either that or those who take care of the 
laws have been very deficient in their duties, because we have gone 
from prohibition in the city of New York to a beauty parlor expert 
operator, and now anybody can buy in the store and you have national! 
distribution of para dyes. They have never been made safer. Don’t 
think there is any implication im all these changes that the product 
is any safer; it is not. They are just as dangerous, to the extent you 
want to cal] it dangerous, as they ever were. 

However, if you read the label and the cautions contained thereon 
aren't enough to scare anybody away from the use of the product, the 
only thing left to do would be to put the address of an undertaker on 
one side so that. all eventualities might be properly covered on the 
label. That doesn’t keep the consumer from buying it. The law does 
everything to protect them, but they want it and they get it. 

Mr. Kuiernrecp. Then your point is if people want it badly enough, 
even though dangerous, they ought to be able to get it? 

Dr. Suarurr. I thought we were talking about prohibitions because 
of danger, and I was trying to point out that the consumer decides 
what can or can’t be or should not be, if you want to put it that way, 
prohibited. 

Mr. Kieirecp. I thought it was the Congress that did it and made 
anybody that violates the law subject to penalty. 

Are you in agreement with the very first sentence? You say: 

Obviously no new product for application to skin should be generally marketed 
without adequate preliminary use tests to establish acceptable safety. 
Is that your position? 

Dr. Suaruir. Certainly. 

Mr. Kieryreip. Who should be the judge of whether the tests are 
adequate ? 

Dr. Suaruir. The one who makes it. 

Mr. Kreryrevp. If he thinks it safe, he ought to be permitted to 
put it out? 
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Dr. Suarurr. He assumes the responsibility. 

The CHAirMAN. Suppose he is irresponsible ¢ 

Dr. Suaruirr. Well, the common law gets him, among other things. 

Phe Cnatrman. Eventually. In the meanwhile, what happens? 

Dr. Suarurr. Well, | assume there aren’t any rascals running busi- 

esses of any kind in heste ‘rica. There are a few. But we can’t go 

ead on that basis, Mr. Delaney. At least, I don’t feel that way. 
Certainly there are rascals, but if everything was looked at from the 
point of view of how the rascals can break into this and what damage 
ey can do, I would have to change my whole philosophy about a lot 
of things, not only cosmetics, but everything. 

Looking at your statistics, when a company can sell tens of millions 
of units per year and get a hundred or so complaints, a good pro- 
portion of which are phony, is there any indication that that kind of 
practice is overlooking something for the public benefit? I don’t 
think so: I don't see it. 

You ask the insurance companies their experience. You go right 
back to the source where it hurts most, the pocketbook, and find out 

hat damage cosmetics are doing the public. 

Mr. Kiervrevp. Doctor, let’s go back a little bit, before the present 
law was passed in 1938. Very shortly before that there was a prep 
aration sold for beautifying the eyelashes which caused permanent 
blindness to a number of women. Woutd yon be willing to permit 
the ordinary manufacturer to decide whether he wanted to put out 
uch a product or not ¢ 

Dr. Suarurr. Mr. Kleinfield, I was the Government expert in that 
case. 

Mr. KLernretp. Yes / 

Dr. Suarurr. The Government seized the product, as they should. 
{nd the owner went before a jury to bail it out. 

I think I was on the witness stand 744 hours; 714 hours trying to 
tell this jury that this ingredient was dangerous and not essential to 
the very product that it was contained in. And this jury of our peers 
decided that they didn’t know what the right answer was and they 
just hung the jury. 

And I am perfectly willing to make a few statements because this 
s the first chance I got to talk about juries. I never serve on them. 

We went around among these fellows afterward to find out how 
they were thinking, and they were pro or against Roosevelt. That is, 
how they made a decision as to whether pyrogallic acid should be 
used, they were for or against Roosevelt. 

You asked me whether I was in favor of selling pyrogallic acid, 
and the answer is “No.” I testified so. 

Mr. Kiernrecp. Let me ask you for a direct answer. Would you be 
n favor of allowing the manufacturer to decide, on his own respon- 
sibility, whether he wanted to use a product for the eye containing that 
substance ? 

Dr. Suarurr. Yes, until such time as the facts proved he was wrong. 

Mr. Kuervreip. If in the meantime some woman is blinded, that 

unfortunate; is that right ? 

Dr. Suarniir. Yes; that is unfortunate. 

Mr. Kierrevp. I have no other questions. 

The Cuarrman. Dr. Hedrick ? 
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Dr. Suarurr. I just want to make another remark, because you |e) 
it ona very sad note. It is unfortunate when, for example, one cros:«s 
the street and gets bumped off by an automobile. 

Mr. Kuernrep. That is right. 

Dr. Suaruir. That is one of the highest causes of death in America 
accidents. No one wants to put governors on motors and they rin 
them down. 

Mr. Kuervretp. Are there no requirements for testing drivers |) 
fore issuing licenses, and in some States for testing cars? 

Dr. Suarurr. Certainly there are. Given all the rules and reg 
lations that you want and a few more than you want still doesn’t slow 
the automobile down with a controller. 

Mr. Kuernrecp. Does that mean you want to lift all controls fro 
automobiles ¢ 

Dr. Suarurr. If you gave me a job of saving lives from automob)|, 
accidents, there are a lot of things I would do the automobile people 
wouldn’t like, such as slowing cars down to 30 miles an hour. 

Mr. Kuiernrecp. You would impose some restrictions, would you 
not? 

Dr. Suarutr. Yes. 

Mr. Kiervrevp. I have no more questions. 

Dr. Hepricx. Are you familiar with the present Food, Drug, and 
Cosmetic law? 

Dr. Smarurr. Since 1938 you mean? 

Dr. Heprick. Yes. 

Dr. Smarurr. Yes. 

Dr. Heprick. Do you think that law should be improved today or 
is it adequate to take care of the situation ? 

Dr. Suarurr. Are you referring to the cosmetic section ? 

Dr. Heprick. Yes. 

Dr. Suaruir. I can only speak from my own experience. I don’t 
suppose anybody can speak from anybody else’s. I have never <lis- 
cussed this with others to know how they feel about it. 

Professionally, I would say the law is adequate, but I would like to 
see the manufacturer of ingredients, particularly synthetic resins and 
synthetic detergents, do a little more work with the things they try to 
sell to the industry. I wouldn’t be adverse to seeing that the Food ani 
Drug Administration was charged with the duty of getting up a sati- 
factory list of such products that they would consider certified for use 
in cosmetics, and at the same time they could see what would be certified 
for use in washing. 

You can see a lot of skin damage, not from things put on the ski: 
deliberately, but from soaking your hands in a lot of detergents that 
are used for cleaning lingerie and what have you. So they might «- 
well cover that while they are at it. 10 Mc. 

Dr. Heprick. What type of law should we have to control the new 
drugs coming on the market—some that haven’t been tested and that 
we know very little about ? 

Dr. Suaruir. If you assume that it is a practice—taking somebod) 
advice, to probably mix things together in a jar and call it a cosmetic 
and put it on the market, and if the one who is consulted as to the mix 
ing is a fellow who says, “You need no testing,” and therefore is one 
who is assuming his responsibility in an outrageous sort of way, the 
you can legislate against these outrages if such practices are indulged 
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I don’t know where they occur or when they occur—just mixing 
together and tomorrow you got it on the market. I really don’t think 
that happens. : 

Dr. Heprick. Don’t you think it is a dangerous thing to let the 
public be exposed to new drugs and chemicals when nobody knows 
anything about what they will do and what their action is? 

Dr. Smaruir. You are right, but is that a fact? 

Dr. Heprick. I think it is. I think it is perfectly true. There are 
over 800 chemicals on the market, and no organization can go into 800 
of those things and determine what they can do. 

Dr. Suarurr. Of course, you are including there drugs, and the 
Drug Act asks for tests on new drug applications. It 1s only the 

metic business that is free and clear and fancy-free at the moment, 

t the drugs. And the cosmetic manufacturers are selling some ma- 

ials that are in the drug category, and they have to m: ake new dr ug 

ool ations for the product even though it is a cosmetic as it is 

irketed. 

Dr. Heprick. That is all. 

The CuHarrman. Mr. Horan? 

Mr. Horan. No questions. 

The CuarrMan. That is all, Doctor. 

| think, Doctor, you are interested primarily in cosmetics. This 
er bes is interested in all chemicals, the use of chemical additives 

d their effect on human health—insecticides, pesticides, fungicides, 
and even chemical fertilizers. 

Recently there was an amendment made to this resolution to include 
osmetics, and this particular hearing deals more with cosmetics than 

ny of the other phases of the investigation. So I can understand 
hy you have cosmetics in mind. 

Dr. Suartrr. Well, the original telegram of invitation I got re- 
ferred to cosmetics. 

The CuatrmMan. Yes. I say we are concentrating more or less on 
osmetices because it is of recent origin. 

Dr. Suaruir. I never felt you can pass laws to make people honest. 
You can only pass laws to punish them, but you can’t make them 

onest. 

Che CuarrMan. We don’t know what we are going to do. We are 
seeking advice before we take the time of the Congress in order to 
wake a reasonable presentation of the facts, and then they will decide 
for themselves what they want to do, if anything. I don’t know. 

You can realize that 435 men in the House cannot go into this phase 
as much as this committee has gone into it. We must make some 
sort of recommendations based upon the testimony of those witnesses 
who have appeared before us. We will try to get our views coordi- 
nated so we can agree on something. Just as you said the jury had 
d oulty, unquestionably there will be differences of opinion among 

‘members of this select committee. 

Ur. Suartir. May I make a comment, please 

Che Cuarman. Surely. 

Dr. Suarurr. I have learned long ago that when somebody is elected 
to be an expert and takes a seat in public to speak as an expert, and 
le begins to speak ex cathedra there are three words he can’t get to 

me out of his mouth in succession, and those three words are “I don’t 

ow.” He knows the answer to everything. 
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The CHamman. Wait a second. I don’t want to interrupt you 
there, but on numerous occasions I think whenever any members of 
this committee have been called upon by a group to talk on this sub 
ject—and the occasions have been numerous—I think the words that 
are used most are “We just don’t know.” 

Dr. Smarurr. Well, I would want to follow that story up with 
suspicion that a committee investigating a situation finds it hard to 
come back with an answer, “We don’t think that a new law or modi- 
fication of a law is required.” That is just as hard to do sometimes. 

The Cuamman. Well, I don’t know whether it is or not. I haven’ 
any idea. I wouldn't even hazard a guess one way or the other on 
what this committee will do. However, I want you to know that 
we are devoting a great deal of time to this in an effort to get the 
right answers. 

Dr. SHarurr. I appreciate that. 

The CHAIRMAN. hether we get them or not, or what report we 
make, is something else. 

Dr. Suaruir. Like a good citizen, I will abide by any law you give 
us or you don’t give us. 

The Crarrman,. Thank you, Doctor. 

Dr. Suaruir. Thank you very much. 

The Cuarrman. The next witness. 

Mr. Kuetnreip. Dr. Louis Pyenson, entomologist. 

The Caainman. Your name and address. 

Dr. Pyrenson. Louis Pyenson, Oak Street, Farmingdale, Long 
Island. 

(The oath was administered by the chairman.) 

The CHarrman. Proceed. 


TESTIMONY OF LOUIS PYENSON, PH. D., ENTOMOLOGIST, LONG 
ISLAND AGRICULTURAL AND TECHNICAL INSTITUTE, FARMING- 
DALE, LONG ISLAND, N. Y. 


Mr. Kriersretp. Dr. Pyenson, your statement sets forth your bio 
graphical data? 

Dr. Pyenson. Yes. 

Mr. Kiernrerp. Please read your statement. 

Dr. Pyenson. To indicate my qualification for presenting my views 
on the use of pesticides on food crops, I am first giving a summary 
of my educational and professional background. . 

I have a B. S. degree from the University of Massachusetts; a M. 5. 
degree from Rutgers University; and a Ph. D. degree from Corne!! 
University (1935). My major work at these institutions was mainly 
in economic entomology and plant physiology. After receiving my 
Ph. D. degree I spent 2 years in Brazil as head of the entomology 
section of an agricultural experiment station, and carried on research 
on the crop pests of the region and their control. Since 1938 I have 
been employed at the Long Island Agricultural and Technical Insti- 
tute as an instructor in plant protection. A considerable part of my 
duties also consist of extension services in the field of plant protection. 

[ am the author of numerous scientific and popular articles on pests 
and their control, and of two books: Pest Control in the Home Gar- 
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den. 1944 (Macmillan Co.); and Elements of Plant Protection, 1951 
John Wiley & Sons). 

I have read over much of the testimony of the hearings and agree 
with those that believe there is need for added legislation to protect 
the public and that the public is not adequately safeguarded under 
the existing legislation. I must state, however, that 1 have no sympa- 
thy with the “organic gardening cult” or the few pseudo-scientists that 
have been making headlines with unsubstantiated statements and 
theories that the increase of some of our fatal diseases is due to the 
ise of some of our new pesticides. 

Some of the new pesticides have appeared on the market with in- 
sufficient knowledge of their acute and cumulative effects on man and 
unimals. Some of the information about acute and cumulative toxic- 
ity of the new organics beginning with DDT was forthcoming only 
after they appeared on the m: arket and were being + by farmers 
and growers. A case in point was the use of DDT in dairy barns 
where its use was finally stopped when experiments # hn d that the 
milk in such treated barns contained small amounts of DDT and that 
his would produce cufmulative effects on those consuming the milk 
over a.period of time. I feel that all — health and safety angles 
should be thoroughly investigated before a product is put on the 
market, and then its limitations should be clearly stated and its use, 
if necessary, limited to experienced or qualified personnel. 

I am in favor of adding a law, comparable to the new drug section 
law, to the food chapter of the Federal Food, Drug, and Cosmetic 
Act. However, the position taken by the Commissioner of Foods 
and Drugs in his recommendations is too strong and if carried out 
to the letter would result in eliminating the use of many of our very 
valuable pesticides. I feel that only those chemicals should be sold 
freely to the public whose safety is not in question both on an acute 
r longtime basis when used and timed as recommended on the label 
ing. The underlined part of the statement would throw considerable 
responsibility on the growers where much of the responsibility has 
been and will have to be placed anyway, if production and quality 

‘to be maintained. 

] avoid the use of phosphate insecticides here at the institute as I 
think them much too dangerous for inexperienced students to handle 
even under supervision; yet anyone can go into a store and purchase 
them at present. 

I suggest that the sale of the more highly dangerous pesticides be 
set up under a prescription system and their sale limited to personnel 
experienced or trained in their use, much like the purchase of poison- 
ous drugs is limited by prescription in drug stores. This type of set 
up should not involve the formation of new Government agencies as 
country agricultural agents and/or other agricultural extension per- 
sonnel such as extension entomologists and pl: int pathologists could be 
empowered to issue a prescription according to need to growers that 
have been instructed in the dangers involved and in the correct use 
of pesticide. These prescriptions would be accepted at horticultural 
supply stores. The proprietors would be forbidden by law to sell 
the designated highly poisonous pesticides to anyone other than bear- 
ers of prescriptions. If at any time growers have been found to be 
lax in the safe use of the pesticides, the use of the prescription could 
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be revoked. This seems to me to be a simple method to limit the sa|> 
of highly dangerous pesticides and safeguard the public. 

The CHaman. Mr. Kleinfeld. 

Mr. Kuernrevp. I just have one question, Doctor. You say you 
avoid the use of phosphate insecticides. What are these insecticides! 

Dr. Pyenson. I was thinking of parathion, TEPP, and there is 
new systemic one—Systox. Well, there are a few more. EPN 
another one. There are several others that have a phosphate base 
them. 

Mr. Kiernreip. The principal one is parathion 

Dr. Prenson. That is one of the most outstanding ones; yes. 

Mr. Kierxretp. What has been your experience with the more | 
less new systemic insecticides ? 

Dr. Pyenson. Well, I haven't had any experience other than I hay: 
used one once. Our cabbages were heavily infested with aphids, a) F 
there wasn’t anything else that could be used that would do the job 
we wished to have done. We gots some of the Systox and applied. it 
on the cabbages, and it did the job. That was at least a month and 
a half before the cabbage was to oe used, so it Was considered safe. 

Mr. Kiernretp. How do these systemic insecticides work ? 

Dr. Pyrenson. They are absorbed either through the roots or 
through the foliage, depending on how they are applied. Then the 
toxic material is translocated to the foliage. Where the insects that 
suck the sap from the foliage get in their system and are killed. 

Mr. Kiernrecp. Generally speaking, how will the food processor 
or canner be able to make tests on products on which these systemic 
insecticides have been used as far as residue is concerned ! 

Dr. Pyenson. Well, they will have to test for the actual chemical, 
but I understand after the chemical gets in the plant it sometimes 
changes its composition, and it might be difficult to find how much 
of the chemical was there in some other form. 

Mr. Kiernrevp. That presents a fairly serious problem then, does 
it not, from the viewpoint of both the public and the food canner ? 

Dr. Prenson. It does. 

Mr. Kiernrevp. I have nothing further. 

Dr. Heprickx. Do you think there should be a restriction on the sale 
of DDT to the public? 

Dr. Pyenson. No; I think DDT is fairly safe as far as insecticides 
go, except that it should not be used too close to the harvestin ‘" iod 
of any edible crop. I think DDT is one of the safer insecticide 

Dr. Heprick. I do not think that is true of the vast a of 
witnesses we have had before this committee. Most of them say it 
is a very dangerous chemical and should be watched very carefully. 

Dr. Pyenson. I haven't hesitated in using it at all at the institute. 
I use it right along. The students use it right along. But I do hesi- 
tate to use the phosphate compounds, which I think are much more 
highly dangerous. 

DDT, from the standpoint that it has chronic toxicity and a small 
amount of residue may cause eventual harm, is dangerous, but I think 
if it is used correctly that danger is eliminated. 

Dr. Heprick. Have you heard that the present day virus may be 
caused by DDT? 
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Dr. Prenson. Yes: but as I indicated in my remarks in my state- 
ent. I think that the doctor is more or less of a sensation hunter or 

sationalist. 

Dr. Heprick. In other words. you don't believe that ? 

Dr. Prenson. No: because it hasn’t been proven scientifically. He 

sed his facts on clinical cases, and he did not actually run a test 

show whether DDT will produce the effects that he said it did in 

se peop je. So unless he actually runs a test, he doesn’t know 

ether it will or not produce the effects, and he is going just by what 

ppened. And when you go by just what happened, you can be 

sled very easily. In many cases, it could be pure coincidence as 
ir as the symptoms were concerned that the people were exposed to 
DDT. 

Dr. Heprick. That is all. 

The Crarrman. Mr. Horan? 

Mr. Horan. No questions. 

The CuarrmMan. That is all, Doctor. Thank you. 

\ir. Kuervrevp. Mr. Herrmann. 

The oath was administered by the chairman.) 

Che CHATRMAN. Proceed. 


TESTIMONY OF CHARLES A. HERRMANN, CHIEF, NEW YORK 
DISTRICT, UNITED STATES FOOD AND DRUG ADMINISTRATION, 
NEW YORK, N. Y. 


Mr. Kuxinrevp. Mr. Herrmann, you are chief of the New York 
strict of the Food and Drug Administration ? 

Mr. Herrmann. Yes, sir. 

Mr. Kiernrecp. How long have you been associated with the Food 
d Drug Administration ¢ 

Mr. Herrmann. Thirty years. 

Mr. Kuiernretp. And as chief of the New York district, what are 
your duties ¢ 

Mr. Herrmann. | am yg eam for the enforcement of the Food, 
Drug and Cosmetic Act in this New York district area, which com- 
prises the eastern half of New York State, northern half of New 
Jersey, and western half of Connecticut. 

Mr. Kiernrecp. Please read your statement. 

Mr. Herrmann. Investigation and Findings of the Food and Drug 
\dministration Leading to Recent Seizures of Chickens Treated with 
Diethylstilbestrol. 

lhe practice of treating poultry with the synthetic chemical 

ethylstilbestrol began in 1947 and has grown rapidly. Millions of 

rds are now treated annually. It is estimated that over 30 million 
pellets were marketed in 1950. The process consists of implanting 
pellets or paste containing diethylstilbestrol by means of an injector 
he loose skin close to the head. Injection of young cockerels at 
point is supposed to yield the maximum effect and also insure 
it any pellet residue remaining unabsorbed at time of slaughter will 
liscarded with the head. The purpose of use is to produce a tem- 
rary caponizing effect in male birds so that they will be tenderized, 
elop improved flavor and produce more body fat and increased 
ght. 
96568—-52—-pt. 3——_16 
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The employment of this method in the poultry industry following 
new drug procedure under the Food, Drug, and Cosmetic Act was 
predicated upon a satisfactory showing of safety, that is, that when 
used according to directions there would be no deleterious or adverse 
effect upon the consumer of the edible portions of the birds so treated. 
Last spring we undertook a survey to determine whether these con- 
clusions were still sound or whether perhaps the whole problem ought 
to be re-evaluated. There was a lot of publicity at that time growing 
out of the hearings of this committee relative to chemicals in foods and 
the time seemed opportune to check up and see how the thing was 
working in actual practice. 

The first thing we did was to examine some of the lots of poultry 
coming into the New York wholesale market. The two inspectors 
specializing in poultry at New York district looked at nine lots of 
treated poultry and found that approximately 70 percent of the birds 
contained residual pellets of diethylstilbestrol. Laboratory examina- 
tion of three samples showed two to four milligrams of diethylstilbes- 
trol in the unabsorbed residues. In at least 50 percent of the cases, 
the site of implantation was found to be from 1 to 144 inches below the 
base point of the skull and there was a significant number of birds in 
which the remainder of the pellet was two or more inches below the 
point where it should have been implanted. 

The inspectors then made incognito visits to five butcher shops and 
made five purchases, involving 10 birds. The heads and portions of 
the upper neck were removed from the birds by the butcher following 
the customary trade practice of dressing the birds at the time of sale. 
Nine of these showed no pellets remaining but one bird eviscerated by 
the butcher for home consumption yielded a residual pellet of diethy!- 
stilbestrol estimated at three milligrams, 

This preliminary investigation indicated that poultry raisers were 
not adhering closely to the instructions in implanting the pellets and 
that in the normal course of dressing the birds at the butcher shop. 
consumers might be getting fully dressed birds containing appreciable 
diethylstilbestrol residues. 

With this background, plans were developed to secure official sam- 
ples of shipments that had moved in interstate commerce with a view 
to seizure if findings confirmed preliminary conclusions. On Monday, 
July 2, the first lots of diethylstilbestrol-treated birds were examined. 
Six separate lots comprising altogether some 369 crates were found 
to have appreciable residues from improperly made implantations. 
On the following morning, July 3, the survey was continued and al 
though the search was begun at 4 a. m. and covered the entire know: 
receiving market in the Greater New York area, not a single lot of 
diethylstilbestrol-implanted poultry marked to show they had bee: 
treated could be located. Apparently the word had gone out from the 
dealers in the local wholesale market and shipments were being with- 
held. 

Immediately following the preliminary investigation at the New 
York wholesale market, the Food and Drug Administration also con 
ducted investigations in nine other large poultry markets, but no 

diethylstilbestrol-treated birds were found. The market survey in the 
New York area was continued periodically until early September but 
the shippers had already been thoroughly advised concerning our 
activities and had taken measures to forestall our action because we 
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found several lots of poultry marked “Roasters”—the designation for 
oasting chickens which have not been chemically treated—which actu- 
lv consisted of treated birds. 

Altogether, we took seizure action agalnst 13 lots, aggregating 792 
rates, or 60,000 pounds, with a wholesale value of approximately $25,- 
00. The seized lots originated with seven different shippers respec- 
vely in Maine, New Hampshire, Connecticut, North Carolina, and 
Pennsylvania. 

The routine followed in the collection of these official samples pre 
liminary to seizure was first to make visual examination of one or 

two birds from each of six or eight crates. Where pellets were found 
present in these birds, a record was made of the site of implanation 
in relation to the back of the head where the injection should have 
been made and two or more of the residual pellets were taken for 
chemical examination in the laboratory. In each case the residual 
material was definitely identified as diethylstibestrol and the quanti- 
tative findings in the respective birds ranged all the way from three 
or four milligrams to a high of 24.3 milligrams. 

Following seizure, claims were filed in each instance, and in con- 
demnation decrees protected by adequate bond, salvage was permitted 
under the immediate supervision of an inspector of the Food and 
Drug Administration. The salvage consisted of the removal of the 
entire necks at the shoulders and further evisceration of each bird. 
he necks so removed were denatured with Lysol and moved to a fat 
rendering plant. On completion of this process the edible portion 
of the bird was released for the market. 

Incidental to the supervision of salvage, our inspectors made some 
ounts on the removed necks that are of interest. In the salvage of 
three consolidated lots examination of approximately 200 birds re 
vealed about 95 percent as containing pellets estimated to average 
between 5 and 7 milligrams. Over 50 percent of these were 1 inch 
or more below the base of the skull. In another lot, approximately 
300 birds were examined. In that case only about 50 percent showed 
evidence of having been implanted at all, but of these 50 percent, three- 
quarters were an inch or more below the skull and the residues were 
estimated as averaging 5 to 6 milligrams. 

The Cuamman. Mr. Kleinfeld. 

Mr. Kuernreip. Mr. Herrmann, you are here merely to inform the 
committee of the facts surrounding these seizures of diethylstilbestrol 
treated poultry; is that not right? 

Mr. Herrmann. That is right, our market findings in this area. 

Mr. Kierrecvp. Your findings as to the seizures; is that correct / 
In other words, as to what actually occurred when the chickens were 
seized ¢ 

Mr. Herrmann. Well, of course, the preliminary part of the state 
ment is concerned with our discovery that the directions for use under 
which the new drug applications became effective were not being fol- 
lowed and required regulatory action in order to provide consumer 
protection and get those chickens off the market. 

Mr. Kierreip. You say, on page 2 of your statement, that your 
two inspectors specializing in poultry in the New York district looked 
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at nine lots of treated poultry and found that approximately 70 per- 
cent of the birds contained residual pellets of diethylstilbestrol. 

What does that mean? 

Mr. Herrmann. That means that the pellet injected had not been 
entirely absorbed by the animal before slaughter. 

Mr. Kuernrevp. Under the new drug application are they suppose | 
to have been fully absorbed ¢ 

Mr. Herrmann. I don’t know exactly the terms of the new dri 
applications, but even if they were not entirely absorbed, the din 
tions for implanting way up in the head, in that portion of the head 
which would normally be removed and discarded by the butcher 
dressing the bird, would have taken care of any unabsorbed residues 
the pellets had been properly implanted. 

Mr. Kuervreip. And can we conclude, from what you said in y 
statement, that the directions pursuant to which the new drug appli: 
tion was approved by Food and Drug were not being followed ¢ 

Mr. Herrmann. That is true. 

Mr. Kierrecp. And not being followed in a large majority of 
instances ¢ 

Mr. Herrmann. I don’t have any figures on the proportion of 
cases in which they were not being followed, but from the total number 
of lots found in violation and the relative ease with which they 
were located in the New York area, there was a general laxity 
following directions of implantation. 

Mr. Kieryrevp. I may have asked you this—as far as you know, 
these new drug applications were approved on the basis of specitic 
directions for use, including method of implantation and period of 
time beyond implantation before the sale of the poultry ¢ 

Mr. Hermann. That is right. 

Mr. Kuernreip. And is the Food and Drug Administration now re- 
examining the situation because of the widely prevalent failure to 
observe those precautions ¢ 

Mr. Herrmann. I think the matter is under consideration and re- 
evaluation, whether perhaps those applications should be withdrawn. 

Mr. Krernrep. That is all I have. 

The Cuatrman. Dr. Hedrick. 

Dr. Hepricx. Doctor, have you made any inspection of the use of 
these pellets in — hogs, beef cattle, and so on? 

Mr. Herrmann. No, we haven’t, because I don’t believe there are 
any new drug applications in effect covering those animals. None 
to my knowledge. 

Dr. Heprick. You mean not being used in this section ? 

Mr. Herrmann. Not to my knowledge. 

Dr. Hepricx. I think we have had some evidence before this com- 
mittee that they are being used in other sections. 

Mr. Kiernrevp. Mostly experiments, Doctor. 

The CHatmrman. Anything else? 

Mr. Horan. No questions. 

The Cuarrman. That is all, Mr. Herrmann. Thank you. 

Mr. Kieryretp. Our last witness is Mr. Jean Martin of Coty, Inc. 

The Cruatrman. I believe you were sworn in the other afternoon. 

Mr. Martin. That is right. 

The Cuarrman. You may proceed. 
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TESTIMONY OF JEAN MARTIN, CHIEF CHEMIST, COTY, INC., 
NEW YORK, N. Y. 


Mr. Kuernrecp. Mr. Martin, what is your position with Coty? 

Mr. Martin. I am chief chemist, Coty, Inc., 423 West Fifty-fifth 
Srreet. 

Mr. Kuerrevp. And as chief chemist, generally speaking, what 
ire your duties / 

Mr. Martin. My duties are research for new products, control of 
fabrication and general direction of the laboratories. 

Mr. Kuieinretp. Will you read your statement, please. 

Mr. Martin. As requested in your telegram of December 7, 1951, 
we are listing below all data you require. 

Various products manufactured or distributed by Coty, Inc. : Coty, 

has been manufacturing and distributing in the United States 
since 1922, a line of perfumes and cosmetics, including perfume, toilet 
water, cologne (liquid and solid), hair lotions, brilliantines, face 
powder, dusting powder, talcum, sachet, cleansing creams, condition- 
ing cream, eye cream, different lotions for the general care of the 
skin, lipsticks, rouges, compacts, soaps, deodorants, eye shadow, mas 
cara, eyebrow pencils, suntan oil, suntan lotion. 

(The ieedieads contained in these products are listed in the files 
of the committee. ) 

It is our constant endeavor to obey and live up to the letter and 
spirit of the general regulations of the Federal Food, Drug, and 
Cosmetic Act, with spec ial reference to c hapter 4, section 601, (a), (b), 
(c), and (d). 

lo achieve this end, we operate in the following manner: Before 
iny raw materials are purchased for use in the manuf: .cture of our 
products, they are first carefully selected and then submitted to 

ilysis in our own laboratories by competent analytical chemists. 

Our standards of purity are USP, TGA standards, or better. When 

h standards do not exist, the samples are analyzed according to ac- 
epted practice and usage, or we devise our own methods of analysis. 

When necessary we use the methods of the AOAC (Association of 
\gricultural Chemists), whose bulletins we receive regularly. 

We again analyze the raw materials when they are delivered to our 
plant, before we use them in our manufacture. Consequently, no ma- 
terial can be used in production unless it has been approved by our 
inalytical laboratory. Records of such analyses are carefully kept. 

rhe manufacture of our different preparations is constantly super- 

sed by competent, graduate chemists and checked at the various 
tages of production. Samples of each batch are taken and preserved 
for future reference. Periodic tests are made by an independent out- 
le laboratory, to verify whether or not our products maintain 
emselves in a good state of preservation. 

When we are working on the development of a new product, two 
gs may occur: (@) If the raw materials are the same ones we 
e used for years, we simply make new combinations with these 

pre eviously approved and tested products. In this case, we check as 

e formulation progresses, and since it takes a long time to develop a 
tisfactory product, we are constantly aware of the possibility of re- 
on of the product on the skin. (6) If, however, we conte mplate 
g a new raw material in a new formula, we ascertain that it is safe 
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by making inquiries about it to the manufacturer, to outside, independ 

ent laboratories, and to FDC officials, if need be; this with a viey 
toward discovering whether any history exists about the product i) 
question, such as possible irritating properties, safe considered limit of 
use, et cetera. 

When we feel confident that the new chemical is safe, we then stud) 
the possibility of its incorporation in a new formula. Thorough tests 
for sensitivity and primary irritation are conducted on a cross-section 
of several hundred individuals by a well-known, reputable, independ 
ent, toxicological laboratory, according to its own standard methods. 
After the tests are completed, we abide scrupulously by the conclusions 
reached by the testing Sbcaniary, 

We have available records of such practice in our organization as 
far back as 1929. 

If. after these preliminary steps, the finished product ts found to 
be nonirritant and nonsensitizing, we then proceed to test its cosmeti 
value on several hundred persons selected at random. 

We feel that our methods of testing, developing and processing ou: 
products are entirely adequate to protect both the public and ourselves. 

This statement is proved by the record of our products’ liability in- 
surance, which shows that for any given year, the number of registere« 
claims against us have been less than one per million packages sold. 

In our opinion, the Federal Food, Drug and Cosmetic Act, as it now 
stands, is entirely adequate to protect the public if diligently enforced. 
We believe, however, that the regulations governing the certification 
of colors are too strict, and we respectfully recommend that they be 
amended to make available to cosmeticians a wider, more. varied and 
brighter range of shades and colors. 

Mr. Kurinrecp. Mr. Martin, are Coty’s products submitted to the 
American Medical Association committee on cosmetics ¢ 

Mr. Martin. What is that? 

Mr. Kreryretp. Are your products submitted to the committee o 
cosmetics of the American Medical Association ¢ 

Mr. Martin. No, sir, we do not submit them. If need be, we wil! 
take expert advice from doctors, just like we take expert advice fron 
other people when we need it, but we do not submit any of our formula 
to the AMA. 

Mr. Kiernrecp. Your company makes soaps; is that correct / 

Mr. Martin. No, sir, we distribute soaps. We have soaps made 
for us by other reputable manufacturers. 

Mr. Kieinrevp. Do you know whether the reputable manufacturer 
makes, with respect to his soaps, the kind of tests you make on your 
cosmetics ¢ 

Mr. Marrix. We know by experience because we have been dealing 
with the manufacturer for years, and the soaps they make are of ex 
cellent quality and have always been satisfactory. 

Mr. Kirrxretp. But you have never asked them what tests they ac 
tually make or have made? 

Mr. Martin. Well, we know by experience and analyses what their 
soaps are made of which they make for us, which are soaps in the 
sense they are simple combinations of vegetable oils with some lye 
solution, and from time to time we test to see that the soaps are correct 
and as they should be. 
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Mr. Kuiervrevp. If the company which manufactures your soaps 
vere to make any changes in the formulation, would you want to know 
ibout it f 

Mr. Martin. We would be advised automatically. 

Mr. Kiernrerp. Would you then ask that manufacturer what tests 

had made with the new formula? 

Mr. M ARTIN. Well, if the soap made by them was made according 
to the standard practice of soap, we certainly would not, because nor- 

| soaps have been made and used for years, and we know what 
they do. But, of course, if some new detergent were contemplated to 
be used, we first would decide whether we want that or not, and then 
if we did, we certainly would ask for tests to be made. 

Mr. Kieinrevp. In other words, if some new or different substance 
were being employed in the soap, you would want the same precautions 
to be taken as with any other cosmetic: is that right? 

Mr. Martin. We would, provided that the material is different 
from a soap as we have known soap until the advent of this new one. 

Mr. Krervrentp. Are you saying that all soaps are really the same? 

Mr. Marry. Well, the definition of a soap, as we know it, is the 
saponification of vegetable or animal fats with lye solution. Soaps 
as such, when properly made for the cosmetic industry, have been 
used and known for years and have never caused any undue trouble. 
We know by experience that they are safe. 

3ut since these new detergent products have come, we can say that 
a soap which contains a new detergent is not a soap in the same vein 
is we used to know soaps. 

Mr. Kiervrevp. But if a soap doesn’t contain a detergent, you think 
that one 1s just as wood as another ? 

Mr. Martin. Provided the tests of good manufacture of soap are 
sed, yes, which always happens in the cosmetic indust ry. 

Mr. KLe1nFeLtp. Soaps are more or less alike ¢ 

Mr. Martin. Yes, the ordinary soaps are more or less alike. 

Mr. Kiernrevp. But if they do use some different ingredient, some- 
thing not used before, you would recommend that the same kind of 
testing be employed as with other cosmetics: is that. right ? 

Mr. Martin. Yes, we would. 

Mr. Kuervreitp. Do you know any reason, then, why soaps should 
be specifically excluded from the definition of cosmetics in this law ¢ 

Mr. Martin. Well, my point is that as long as soaps are what they 
used to be, as I explained before, | don't see any reason why they 
should be included. But if soaps take a new meaning and have to in- 

lude all of these new class of detergents which have come to us in 
the last few years, I think that they should be included. I wouldn't 
say that. I would say that the detergents, themselves, should be tested 
before they are used in the soaps. It is a question of the detergent 
itself as a chemical to be tested rather than the soap with detergent 
nit. It seems to me that the detergent has to be given a clean bill 
of health. 

Mr. Kiernrerp. But putting aside for the moment detergents, 
iren't various perfumes and different substances used in soaps from 
time to time? 

Mr. Martin. Yes, but you see we all know that you need some 
special ingredients to be used for soap perfuming, and we all do so. 





1296 CHEMICALS IN FOODS AND COSMETICS 


If you think about a soap with a perfume, with a perfume mater: 
which would not be considered safe for that type of manufacture— 

Mr. Kueirevp. That is conceivable / 

Mr. Marrin. Everything is conceivable, but as a practice by | 
industry it is not done. 

Mr. Kuerrevp. Aren't soaps sometimes used for shampooing hai 

Mr. Martin. Yes, sir. 

Mr. Kuiernrevp. And different manufacturers do use different ty) 
of ingredients from time to time in their soaps; do they not ? 

Mr. Martin. Yes, they do. 

Mr. Kuierrevp. On page 3 of your statement, Mr. Martin, in it: 
3, you talk about the testing of all your raw materials. 

Mr. Martin. Yes. 

Mr. Kiernretp. What kind of testing do you do with your finish 
product é 

Mr. Martin. Well, first, before we formulate the sample all mat: 
rials are tested again, and as the finished formula is made under thie 
supervision and control of plant chemists, we evidently know what 
does go into the formula is exactly what has been tested before thie 
formula was assembled, and we know they are pure and harmless 
when the finished formula is made. 

Then we have tests showing that the formula is similar to the 
accepted standards for consistency, for shade, for color, for emulsion, 
and also we have tests made to be sure that the formulation will not 
go bad later on, that in time we shall not have any deterioration o! 
the formula by bacteria or getting rancid or things like that. We 
have shelf tests and keep records for the formulations for months and 
months, and we have records of all of that. 

Mr. Kuernreip. Mr. Martin, those are all tests made by the chemist, 
from the viewpoint of a chemist ? 

Mr. Marrin. Yes. 

Mr. Kierrecp. What tests are made on the finished product to 
determine that it won’t hurt anybody ¢ 

Mr. Marri. It won’t hurt? 

Mr. Kueinrevp. That it won’t hurt the consumer ¢ 

Mr. Marrin. Well, the tests have been made previously by the 
testing laboratory on a standard formula, 

Mr. Kieinrecp. Pardon me. I am not sure whether I made myself 
clear. You say you test all your raw materials? 

Mr. Marri. Right. 

Mr. Kiernretp. Now you are getting to the point where you put 
the raw materials together / 

Mr. Martin. Yes. 

Mr. Kieryretp. And you have a product. Let’s say it is a toilet 
water or hair lotion. : 

Mr. Martin. Yes. 

Mr. Kierrecp. You have the finished product—a hair lotion. 
What do you do with the hair lotion so that you can reach a determina 
tion in your mind, and in the mind of your company, that it is safe 
to use this hair lotion? 

Just exactly what do you do? 

Mr. Marrin. Well, we don’t do any more than be sure that the 
formula which we make is exactly the same for which we had accepted 
the standard and which had been tested. 
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Let me make myself clear. Let’s take a face powder. In face pow- 
we use materials known by everybody—talcum, zine oxide, and 
eral other things. This formula is an acce pted formula. Weknow 

y well every time we make—we mix all these ingredients which are 

lutely known to be harmless and which have been analyzed to 

thev follow the USP standards, or whatever standards we have, 

d we know every time we make a formula like that there is no 

ison for it to harm the public. 

So there is no use to make further tests than those which are made 

he acceptance of the formula, don’t you see f 

Mr. Kuetsrecp. Then you don’t make any tests on the finished 

xluet from the viewpoint of what possible effect the finished product 

have on the consumer; is that not correct ¢ 

Mr. Martr~. We would if we made a change in the formulation 

adding a new ingredient or by adding something of which we don’t 

ow the reaction. Then, of course, tests would be made; but as far 
regular production goes of a given standard product, we do not 
ike such tests. It is unnecessary. 

Mr. Kueryretp. Let me ask you again. I want to find out what 
our accustomed business pattern is. Whenever you get up a new 
roduct, any product that has not been used before, or whenever 
ou change the formula of an existing product, do you make any 

pecifie safety tests? 

Mr. Martin. We definitely do. 

Mr. Kieinrevp. Just what tests do you make? 

Mr. Martin. I will give you an illustration. We were ready to put 

ew product on the market sometime ago, and the product had been 
ompletely tested by us first and by an outside laboratory who said it 
was all right. 

Mr. Kieryrecp. How was it tested ? 

Mr. Martin. It was tested on patch tests on human beings by this 

tside laboratory, which took several weeks to make tests, and came 

ck to us with the answer the product is safe, you can go ahead and 

t. So when we were ready to get into manufacture, we found out 

that one of the materials was not available any more, so we had to 

inge our formula just for one raw material. We began reformu- 

ng the product, and when we were satisfied the product was going 

to perform the way we wanted we sent it back to the same laboratory, 

telling them what change had been made in the formula and to have 

the product completely tested - oo as if nothing had happened 
before. 

Mr. Kiervrevtp. Then you are saying that whenever you have a 
ew product or change of formulas you do have somebody make 
safety tests ¢ 

Martin. Oh, yes; and by outside laboratories, so we have an 
opinion which is not a prejudiced one, as to whether it is safe or not. 

Mr. Kiervrerp. What kind of facilities does this 4ndependent 
iboratory have for testing your products? 

. Mr. Marrry. It is one of the most important laboratories in the 

Mr. Kuzryrenp. What kind of personnel do they have? 

Mr. Marttn. They have dermatologists, physiologists; they have 
doctors. One of the best laboratories we know of. They have been 

carefully selected. 
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Mr. Kurinrevp. That is the general procedure ? 
Mr. Martin. Yes. 
Mr. Kuirinrevp. You feel it is important that that procedure |e 
followed ? 

Mr. Martin. As far as we are concerned, we certainly do. 

Mr. Kueryrecp. Would you feel safe in putting out a new cosmetic 
without that procedure having been pursued ? 

Mr. Marrrn. It all depends. As I said, if we use old raw materials 
which have been considered and known to be safe from way back, we 
certainly do not do that because it is useless. 

Mr. Kierreitp. You don’t do what? 

Mr. Martin. We don’t go to the testing laboratories to have the 
formula tested, because we know that it is made from safe products, 
and we check on it, as I said, as we go along with the formulation, 
When we build up the formulation we have dozens of tests performed 
every day on people in the plant and the chemists A wie! a 

If there is any doubt at any moment that anything could happen, 
which isn’t likely, then we would do something about it. 

Mr. Kixernrevp. In other words, when you come to a conclusion 
that the particular ingredients to be used in a new product have been 
shown to be safe, you don’t submit it to this testing laboratory? 

Mr. Marrrn. No; we do not. 

Mr. Kiernretp. Who makes the decision in your organization that 
these materials are entirely safe? 

Mr. Marry. Well, first we have materials which have been used 
in the company since the company existed, which is 40 years. We 
have made cosmetics in that company since over 20 years. And we 
know by common practice and knowledge that a lot of pee are 
completely harmless—like mineral oil and lanolin and beeswax and 
what not. So when we make simple combinations, or different com- 
binations of those products we know with absolute safety that nothing 
will happen, and it is useless to spend the time and money to do some- 
thing which wouldn’t protect the public any more than it is pro- 
tected by acting as we do. 

Mr. Kurinrecp. Suppose you have an ingredient which is a wet- 
ting agent. 

Mr. Martin. Yes. 

Mr. Kuiernretp. Which you are assured by the manufacturer is 
safe and which you believe to be safe and which is safe. And sup- 
posing you have another substance, let us say a quarternary com- 
pound, which its manufacturer tells you is quite safe. Are you ina 
position to say, therefore that it is a logical conclusion that if you put 
the wetting agent together with the quaternary compound the com- 
bination will be entirely safe? 

Mr. Marrin. Well, of course, I must take the question in sections. 
First. you say if the manufacturer tells me the product is safe. I don't 
think he will. 

Mr. Kurinretp. Let’s say you make tests and you conclude this 
wetting agent by itself is safe. 

Mr. Martin. Yes. 

Mr. Krernrecp. In the concentration used. 

Mr. Marrin. Yes. 

Mr. Kie1xreip. Suppose you find also that the second product 
which you are going to use, this quaternary compound, is also safe. 
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Must it follow that when you put these two substances together the 
finished product necessarily is safe ? 

Mr. Martin. Well, in this case, of course, I have no knowledge, 
because I never used the particular combination you speak of. It 
all depends, of course, whether a reaction can be expected or can 
be had between two products to make a new combination of chemicals 
which may not be safe. 

Mr. Kiernrep. Isn’t that possible? 

Mr. Martin. It is possible, certainly. But to go further—the 
products I speak of in our formulation are known not to react together 
ina manner that maybe some quaternary ammonium ¢ ompound may 
react with a dete rgent. 

Mr. Kiernrevp. That can only be known, is it not true, by making 
tests on the finished products ¢ 

Mr. Martin. No. This could be had by making the reaction be 
tween the two products themselves before you put them into the 
combination and finding out. 

Mr. Kierrevp. You have to put the two products together, do you 
ot. to determine whether that finished selina! will or will not cause 
iny damage? Isn’t that true? 

Mr. Martin. That wasn’t the question. The question was whether 
a detergent mixed with a quaternary ammonium compound, the two 
products being safe alone, might be considered a different combina- 
tion. I will go further—many quaternary compounds aren't safe by 
themselves, and I don’t think any of them is safe above certain limits, 
and [ understand there are some very sharp limits above whic h qua- 
ternary ammonium compounds may not be safe by itself. 

Mr. Kuxrnreip. As a general matter, Mr. Martin, isn’t it a fact 
from the viewpoint of the chemist, which you are, that although you 
may be entirely satisfied in your own mind that substance A and 

ubstance B individually are safe, you can’t conclude as a matter of 
course that the composite substance composed of both those ingredients 
s necessarily free from some injurious effect, particularly when you 
ire dealing with a wetting agent? 

Mr. Martin. No: I would not. I would not for this reason: De 
ergents is a world in itself. You have hundreds of detergents. and 
each one must be taken on its own entity and mixed with whatever 
the quaternary ammonium compound you are thinking of—also, there 
ire so many of them—to see what is going to happen between those 
two. 

In other words, each one must be tested on its own case I wouldn’t 
ffhand say if I mix any detergent with any quaternary ammonium 
ompound anything would happen, because | don’t know. 

Mr. Kuvinretp. You don’t know? 

Mr. Martin. No 

Mr. Kuetnrecp. What purpose does a wetting agent serve? 

Mr. Martin. A wetting agent / 

Mr. Kiernrevp. Yes. 

Mr. Martin. Well, they serve to lower the surface tension and to 
illow cleansing or to allow emulsification. 

Mr. Kuemrecp. And why is it used in combination with other sub 


stances in cosmetics / 
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Mr. Maxrrix. Well, I suppose if you want a certain effect and 
feel that you can get it with a detergent better than with someth 
else, you may consider the use of a detergent, 

Mr. Kierxreup. What effect may a wetting agent have upon | 
penetrating effect of other ingredients in the cosmetics ? 

Mr. Marin. I really don’t know, because each one, as I say, 
specific product, and I can’t say offhand. You can’t speak 
gene ralities, 

For instance soap, if you wish to say it is a detergent, then you h: 
detergents which are good, you have some whic h are bad, you ha 
some which are indifferent. So what it is going to do for me | 
be bad, may be good. You have to find out. 

Mr. Kuirinrevp. Isn't it a fact that a wetting agent generally is u- 
because it permits greater penetration of the product ? 

Mr. Marri. No; not necessarily. It is used usually because, a 
say, it lowers surface tension and helps faster cleaning, emulsificat io: 
Some of them aren’t used necessarily for cleansing purposes. So: 
detergents are used simply to make some kinds of emulsions. 

Mr. Kurrnrecp. In certain instances it is used to permit a greate: 
penetration; is it not? 

Mr. Martin. Yes. 

Mr. Kurinrevp. So if it permits a gr eater penetration of some other 
substance you have to make tests on the finished product, do you not ! 

Mr. Marrtn.. Yes. 

Mr. Kiernrecp. And these tests should be made by careful cosmetic 
manufacturers ¢ 


Mr. Martin. Yes. 


Mr. Kuxrnrevp. I have no further questions. 

The Cuamman. Dr. Hedrick, do you have any questions? 

Dr. Heprick. No. 

The Cuatrman. I think that is all. 

We will recess until 10 o’clock tomorrow. 

(At 3:30 p. m., a recess was taken until Tuesday, January 15, 1952, 
at 10 a. m.) 
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TUESDAY, JANUARY 15, 1952 


House or RepreseNntTATIVES, 
SeL_ecr Commitrrer To INVESTIGATE THE 
Use or CHEMICALS IN Foops aNp CosMETICcs, 
New York City, N.Y. 

Che select committee met (pursuant to H. Res. 74 and H. Res. 447, 
32d Cong., Ist sess.; continuing the investigation and study begun 

ler authority of H. Res. 323, 8ist Cong., 2d sess.), at 10:15 a. m., 
. room 128. United States Courthouse, New York City, N. Y., Hon. 
James J. Delaney (chairman) presiding. 

Present : Represe ntatives Delaney of New York; Hedrick of West 
Virginia; and Horan of Washington. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel. 

Che Cuarrman. The committee will be in order. 

Call the first witness. 

Mr. Kuewrexip. Dr. Jolliffe. 

The CHarmMan. Your name and address? 

Dr. Jonniere. Norman Jolliffe, 2 East 103 Street, New York City. 

(The oath was administered by the chairman. ) 

The CHarrmMan. Proceed. 


TESTIMONY OF NORMAN JOLLIFFE, M. D., REPRESENTING THE 
NEW YORK ACADEMY OF MEDICINE, NEW YORK, N. Y. 


Mr. Kiervrecp. Dr. Jolliffe, when did you receive your medical 
gree . 

Dy Jotuirre. 1926, from the New York University and Bellevue 
spital Medical College. 

Mt Kuiernretp. And you have practiced medicine since then ¢ 

Dr. Jouuarre. I have practiced medicine since then; yes, sir. 

Mr. Kuzinrecp. What did you do subsequent to your obtaining your 
rree of doctor of medicine ? 

JouLirre. I interned and was a resident physician until 1930 
be elle ‘vue Hospital. Then I was instructor in p Pecilens for 2 years 
the department of physiology at New York University, and then 
is chief of the medical service, psychiatric division, Bellevue Hos- 
|, from 1932 to 1945. I was instructor, assistant professor, and 

late professor of medicine at New York University from 1930 

1945. Then I was associate professor of public health from 1945 
ossibly 1949, and then from 1949 until the present time I hold the 

‘ position at the school of public health, Columbia University. 
1301 
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Since 1949 I have been director of the bureau of nutrition of the 
department of health for New York City. 

{r. Kiervreip. Do you hold that position now ¢ 

Dr. Jouuirre. Yes. 

Mr. Kiernretp. Are you a member of the New York Academy of 
Medicine? 

Dr. Jotuirre. Yes, sir; a member of the New York Academy of 
Medicine. I have been a member of the F ‘ood and Nutrition Board 
of the National Research Council. Iam a diplomate of the American 
Board of Internal Medicine and of the American Board of Public 
Health and Preventive Medicine ; member of several societies—A meri. 

can College of Physicians, American Society of Clinical Investigation, 
St ate, county, and national American Medical Associations. 

Mr. Kiernrexp. Has your specialty been in the field of nutrition! 

Dr. Jotuurre. Yes, sir. 

Mr. Kirirevp. Is your statement presented on behalf of the New 
York Academy of Medicine? 

Dr. Jotuirre. Yes; it is presented on behalf of the committee on 
public health relations of the New York Academy of Medicine. 

Mr. Kiewretp. What is the New York Academy of Medicine? 

Dr. Joturre. The New York Academy of Medicine is an associa 
tion of physicians to promote the general welfare from_a medical 
and a public health point of view of the people of New York City, 
and to encourage education and training of physicians. 

Mr. Kiernreip. Do you know how long the academy has been in 
existence / 

Dr. Jotsirre. It is over a hundred years. 

Mr. Kuernreip. Will you please read your statement, Doctor? 

Dr. Jotuirre. The statement is in behalf of the committee on public 
health relations of the New York Academy of Medicine. 

The committee on public health relations of the New York Academ) 
of Medicine welcomes the invitation of the Congressional Committee 
To Investigate the Use of Chemicals in Food Products to present its 
views concerning the increasing utilization of chemicals in the Nation’s 
food supply and the desirability of legislation which would require 
the determination of their freedom from toxic effects to the satisfac- 
tion of the Food and Drug Administraton before such chemicals are 
utilized in foods. 

For more than a century the New York Academy of Medicine has 
concerned itself with the promotion of public health; since 1911 
through the work of its standing committee on public health relations. 
In the course of its investigations of food and drugs, representatives 
of the committee have testified on several occasions before various 
congressional committees considering the problem, and these activities 
undoubtedly contributed to the enactment in 1938 of the present Food, 
Drug, and Cosmetic Act. 

Recently this committee of the New York Academy of Medicine 
has studied the testimony given at the wage a of this select com- 
mittee bet ween September 14 and December 15,1950. From this testi- 
mony and from our own knowledge and experienc e, We are convinced 
that some chemicals introduced into foods during their production, 
ye processing, and packaging may constitute a serious hazard 
to health. Also, some "pesticides and insecticides used incidental to 
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the production of food may accidentally contaminate it for human 
cons saaeption to such an extent as to be potentially harmful to the 
consumer. 

For these reasons, the committee on public health relations of the 
New York Academy of Medicine recommends that Congress amend 
the Food, Drug, and Cosmetic Act so that all chemicals used in or 
on foods shall be subjected to investigation required by the Food and 
Drug Administration for the determination of safety for human 
consumption prior to their use in or on foods distributed and sold 
n interstate commerce. It is further recommended that the several 
States adopt similar regulations for foods produced and used within 
the States. 

The CuarrmMan. Mr. Kleinfeld. 

Mr. Kuernrevp. Dr. Jolliffe, in the oe Drug, Cosmetic Law 
Journal of November 1951, volume 6, No. 11, there appears an ad- 
dress by Charles W. Crawford, Commissioner “ the Food and Drug 
\dministration, delivered before the Division of Food, Drug, and 
Cosmetic law of the American Bar Association on Se pte »mber 19. 1951. 
This address was entitled “Gaps in Consumer Protection Under the 
Food and Drug Law.” 

In part this is what Mr. Crawford said, and I quote: 

It would be both unfair and incorrect to appraise this problem on the assump 
tion that we have an irresponsible chemical industry and an irresponsible food 
industry both calloused to the health of consumers. Nor can we appraise it on 
the assumption that there is no clear and present danger. The facts rule out 
both these assumptions. But they show that.there is a fringe of the careless or 
icnorant or unscrupulous who have used or are now using chemicals in food 
without sufficient testing to be reasonably certain that they will not impair 
the health of consumers. That the dramatic equivalent of the elixir sulfanila 
mide disaster has not occurred in the food field speaks volumes first for the 
conscientiousness of the food industry generally, and second, for the providential 
luck of its fringe operators and of the public. We have had some narrow escapes 

Is that generally in accord with the statement which you just read 
to the committee ? 

Dr. Joruurre. Yes, that is. 

Mr. Kuernretp. Could you elaborate on it? For example, Mr. 
Crawford spoke about the elixir sulfanilamide incident, and I think, 
as you know, that caused the death of over a hundred people. Is that 
correct ¢ 

Dr. Jouuirre. Yes. 

Mr. Kiervreip. And that led to the enactment of the new drug 
section of the present act. 

Dr. Jouzarre. That is right. 

Mr. Krernrevp. Is it true that you are concerned that the same 
thing might possibly happen in the food field ? 

Dr. Joturre. I would hazard a guess, Mr. Counsel, that with the 

ipid expansion of the chemical industry—and, frankly, many people 

luding myself think we are only at the begining of the growth 

nd usefulness of this industry—that without very definite regulation 

ilar tragedy may occur, and it may be a far worse one than 

he sulf anilamide tragedy, because these chemicals will be put in the 

od that will be more widely used and consumed than, say, a drug 
it is used only for sick people. 

I would think that the industry, meaning the chemical industry 

or food industry in general, would welcome an outside authority, 
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a nonprejudiced outside authority, to pass judgment upon the aile- 
quacy of safety tests that responsible members of industry itself uses 
before they apply it to food. Certainly the chemists and scientis(s 
in these organizations can be put under tremendous pressure by m:n 
agement and many of them, I am sure, would welcome the final judy- 
ment of an outside source whether or not the addition of a new cheiii- 
cal may or may not constitute a health hazard. 

Mr. Kvetretp. Doctor, suppose you were consulted with respect (0 
the prospective use of some ingredient intended for use in a wide ya 
riety of foods, some of them staple foods, eaten, perhaps every (a) 
and perhaps every meal, and you and your assistants or fellow worke:s 
came to the conclusion that the data available to you on the toxicity. 
tolerance, metabolic rate, and nutritive value of these ingredients were 
insufficient to permit a final judgment as to the safety of the substances 
for use in foods. What would your view be in such a situation / 

Dr, Jotuirre. My view would be that it should not be used wni\! 
there is a fair unanimity of opinion that it would not constitute 
health hazard. 

Mr. Kurernrecp. Well, on November 9, 1951, the Food Protection 
Committee of the National Research Council released a statement en- 
titled “Statement on the Use of Surface Active Agents in Foods.” 

Apparently there are two types of these surface agents, the mono- 
and diglycerides of fatty acids and the esters of nonalcoholic 
glycerols. 

Apparently also these two groups of surface active agents are wise! 
in many diverse foods, such as bread and other bakery products, mea 
margarine, cake mixes, ice cream, and other types of foods whic! 
widely consumed. 

This statement said, in connection with the use of both of these ty 
of surface active agents, as follows: 

It is our considered opinion that the data available to us on the toxicity, | 
erance, metabolic rate, and nutritive value of these surface active agents pro- 
posed for use in ice cream are insufficient to permit a final Judgment as to the 
safety of the substances for use in foods. 

Do you think that the widespread use of such substances in suc) 
a wide variety of foods raises a serious problem if a scientific box) 
cannot conclude that they are safe? 

Dr. Jotuirre. I would certainly hesitate to say that they are safe if 
somebody such as that can find no positive evidence that they are. | 
would certainly think that would constitute a danger signal. 

Mr. Kternrexp. And is the problem accentuated if these substance: 
are used in staple foods, like bread and other bakery products, co 
sumed widely ? 

Dr. Jotuirre. Yes; surely. 

Mr. Kiernrevp. If these substances are being widely used befor 
is known definitely that they are actually free from doubt as to safety, 
that raises a serious problem, doesn’t it ? 

Dr. Jotiirre. It would raise a serious theoretical, and probab!) 
practical, problem. 

Mr. Kiervrexp. Dr. Jolliffe, have you been associated with 
pharmaceutical industry ? 

Dr. Jouiirre. I have acted as consultant on several occasions. 

Mr. Kiernrevo. Are you familiar with the new drug section of t)e 
present law ? 
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Dr. Jotuirre. In general; yes, sir. 

Mr. Kiuetnrevp. That has been in existence since 1938, when the act 
was preven. is that not true? 

Dr. Jouuirre. That is right. 

Mr. ‘Kieren. If you can tell us, how has the industry operated 
under that new drug section? Has it hampered their efficiency, their 
growth, their progress ‘ . 

Dr. Jouuirre. As one outside the industry, but one that acts in a 
consulting capacity to —* and looking at it from outside rather 
than inside the industry, 1 do not think that there is hardly any in- 
dustry in this country that has shown more r apid progress since 1938 
than the pharmaceutic al industry, certainly they have not been ham- 
pered in their growth, as evide need by the figures, and they have had 
io give positive proof of the nonhazardous nature of a new drug, con- 
sriering its purpose and cirections for use before it is marketed. 
That fact has not hampered the growth of the pharmaceutical 

dustry. 

Mr. KLEINFELD. I have here a book entitled “Historic Meeting To 
Commemorate Fortieth Anniversary of Original Federal Food and 
Drugs Act,” pub lished in 1946 b Vv the Commerce Clearing House, Inc. 
It reports a meeting me ld under the auspices of the Section on Food, 
Drug. and Cosmetic law of the New York State Bar Association. 

One of the papers re vad there was entitled “Its *“_-meaning the Food 

d Drug Act—“Basic Value to Drug Industry” by 8S. DeWitt Clough, 

irman of the board of the Abbott Laboratories and, in part, this 

it it said 
mey be added here as my second point that the administration of 
s during the past 40 years, plus the aid of other governmental agencies 
he cooperation of the pharmaceutical industry, about which I shall speak 
r, has created in the minds of the medical profession, as well as in the con 
uusness of the laity, an increased confidence in the purity, the accuracy, and 
endability of pharmaceutical products for the purposes claimed on the labels. 
s particularly true since the amended act of 1988 went into effect. That 
fidence is constantly becoming greater is proved by the fact that pro 
mal acceptance and recommendation of pharmaceutical products, adver- 
to physicians, now outweigh the influence of large sums spent in product 
tising directly to the pub 
ys there may be marginal manufacturers who are less concerned about 
ch and seientifie control thau they are interested in sales volume and 
its, but I believe that tl type of tirm is rapidly passing out of the picture. 
as been demonstrated, in the pharmaceutical field, that there can be no 
nent suecess, no long-continued growth, without a long-range research 
cram and a well-organized, sufficiently staffed control department. 

{re vou generally in accord with those statements / 

Dr. Jopuirre. Yes, sir: T am. 

Mr. Kuervrevp. I have no further questions. 

The Cnarmman. Dr. Hedrick? 

Dr. Heprick. No questions 
The Cuamman. Thank vou, doetor. We appreciate your coming. 
{am sorry more of the members are not here to get the benefits of your 

eWS, 

Dr. Jonnirre. Thank you. 

The Cuatrrman. Call the next witness, 

Mr. Ktetwreip. Dr. Sevringhaus. 

The Cuarman. Your, name and address, Doctor? 

Dr. Sevrincuavs. Elmer L. Sevringhaus. Essex Falls. 
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(The oath was administered by the chairman.) 
The Cuarrmman. You may proceed. 


TESTIMONY OF ELMER L. SEVRINGHAUS, M. D., DIRECTOR OF 
ENDOCRINOLOGY AND METABOLISM, MEDICAL CENTER, JERSEY 
CITY, N. J. 


Mr. Kueryrerp. Dr. Sevringhaus, where did you obtain your de- 
gree of Doctor of Medicine ? 

Dr. Sevrrncuaus. Harvard Medical School, 1921. 

Mr. Kierrevp. And you have practiced medicine since then?! 

Dr. Sevrernecnavs. Since that time I have practiced medicine 

Mr. Kuiernretp. What societies are you connected with ? 

Dr. Sevrrncuavs. I am a member of the Essex County, the New 
Jersey State, and the American Medical Associations, the American 
Society for Clinical Investigation, the Association of American 
Physicians, the American College of Physicians, the American So- 
ciety for Study of Internal Secretions, the American Institute of Nu- 
trition, the American Society of Biological Chemists, the New York 
Academy of Medicine. 

Mr. Kuernrevp. Have you specialized in any particular field / 

Dr. Sevrineuavus. My special work throughout this period has been 
in the field of nutrition and of endocrinology and some specialties 
in internal medicine. 

Mr. Kuiernretp. How long have you specialized in those fields? 

Dr. Sevrincuaus. Since 1922. 

Mr. Kixrnretp. Have you contributed papers in those fields to the 
professional publications / 

Dr. Sevrrncuaus. Yes; a considerable number. 

Mr. Kueryretp. And are you now director of endocrinology and 
metabolism at the Medical Center, Jersey City in New Jersey ‘ 

Dr. Sevrincuaus. That is correct. 

Mr. Kuernrevp. Will you please read your statement, sir? 

Dr. SevrrncHaus. My experience with using measured doses of 
estrogenic hormone preparations in the treatment of women extends 
over the past 22 years. In addition to administering these hormones 
orally and by injection into the muscle or under the skin of patients, 
I investigated the possibility of administering solutions of the hor- 
mones in concentrated ethyl alcohol. This proved to be a very effec- 
tive way of administering the hormones. Subsequently, I satistied 
myself that the hormone could be introduced by applying it in solu 
tion in oily and waxy materials, such as are used in ointments and cos 
metic creams. The intensity of effect by any one of the above-me: 
tioned methods was of the same order of magnitude as for the others. 
In other words, any one of these methods could be used as a practica! 
program in the treatment of disorders of women that required estro 
genic hormones. 

During the period of this study, there arose mention of the possi- 
bility that the 5 Sempron of the estrogenic hormone on the surface 
of the skin might be a significant causative factor in the development 
of cancer. Similar fear has been expressed for the use of the hormone 
by any of the other routes mentioned. To the best of my knowledge. 
no conclusive evidence has yet been adduced that such a causative re! 
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tionship exists. Certainly my own experience never provided any 
reason to be fearful of this danger. 

My professional experience with the use of these materials, admin- 
istered by any route including that of cosmetic or therapeutic oint- 
ment, had indicated that when the dosage is unduly large or continued 
for an unduly long time, it may result in irregularities in the men- 
strual rhythm of women who are otherwise having regular menstru- 
ation, or that it may reestablish what is apparently a menstrual flow 
n women who have ceased to menstruate. These phenomena would be 
considered not only a disturbing nuisance, but in the case of women 
who are still menstruating regularly, this would undoubtedly lead to 
come disturbance in fertility, probably temporary in nature, and in 
any case, the irregularity of menstrual rhythm would simulate other 
diseases. This would be adequate ground for extensive medical inves- 
tigations and possibly other therapeutic efforts. 

On the basis of this experience and the opinions expressed above, it 
has long been my feeling that the application of estrogenic hormone 
through cosmetic agents or ointments is a subject which requires ex- 
tensive professional study, and that the use of these materials ought 
to be under professional supervision and regulation »f dosage. There 
are sufficient advantages to this method of supplying estrogenic hor- 
mones so that I do not believe it should be prohibited or made unnec- 
essarily difficult. It is my hope that the attention directed to the sub- 
ject may stimulate more extensive efforts by manufacturers and phy- 
sicians in exploring this important field. 

The Cuarrman, Mr. Kleinfeld. 


Mr. Kuernreip. As I understand your statement, Doctor, apparently 
the important problem in your opinion is the question of the super- 
vision and regulation of dosage; is that correct ¢ 

Dr. Sevrrncuavus. That is correct. 

Mr. Kiernrevp. And I suppose that is why, in your statement to 
the committee of December 10, 1951, you said in part, 


I think the crux of the whole matter comes in this failure to have intelligent 
supervision of dosage. As a consequence some women are finding the results of 
excessive dosage and of irregularly administered dosage. This does not show up 

the form of cancer, but of disturbance in menstrual rhythm. 

Phat, in your opinion, is the real problem—the unsupervised admin- 
istration of the hormone preparations; is that correct ¢ 

Dr. Sevrincuaus. That is. 

Mr. Kueinrevp. Do you think the problem is accentuated, Doctor, 
if the hormones are contained in various different types of cosmetic 
preparations which are used on large areas of different portions of the 
body¢ For example, we might have one situation where we have a 
face cream containing a hormone to be used before going to bed, let’s 
say, and to be used perhaps on the face or the face and the neck, and 
that might contain 10,000 international units of the hormone per 
ounce, In a little jar containing 2 ounces for use over a 30-day period. 
That might be one situation. 

Now the other situation might be one which encompassed the use 
of that face cream with the same number of international units of 
estrogenic hormones, recommended for use on the face, neck, and 
throat; also the recommended use of a lotion and other creams for 
use on the hands, elbows, shoulders, and thighs; another preparation 
containing the same amount of international units of hormones recom 
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mended for use as a shampoo; another one for use on the scalp, 
and another product recommended for use as a base before a woman 
applies face powder. So that the result might be that for 24 hours 
a day a woman might have these hormone preparations on compara- 
tively large areas of her body. 

Now, does that problem accentuate the possible dangers, in your 
opinion ¢ P 

Dr. Sevrrnenavs. Obviously, since it would be physically impos- 
sible for anyone who was not trained in quantitative measurement of 
ointments, lotions, and creams to determine the daily dose that had 
been applied by such diversity of products. 

Mr. Kirinretp. And might the method of applications create 
more serious problem. Supose, for example, some women who 
perhaps were not properly warned or cautioned, were to use more than 
is customarily advised, and rubbed it in for greater periods of time 
and on greater portions of the body, would that similarly create a more 
serious problem ¢ 

Dr. Severncnaus. Obviously, the greater area to which the ointment 
is applied, the larger the amount that is apt to be absorbed. 

Mr. Kiernre.p. Have you any affirmative recommendations to the 
committee in connection with the problem of the use of hormones in 
various cosmetic preparations ¢ 

Dr. Severinenaus. Well, I am not prepared to make any definite 
recommendations. I merely hope that the recommendation will in 
clude such previsions as are comparable to those in the current food, 
drug, and cosmetic law as applied to hormones in drugs. 

Mr. Kuerrecp. I have no further questions. 

The Crarmman. Doctor, I was wondering whether vou have any 
experience with radioactive ointments or creams ¢ 

Dr. Sevrincuavs. I have none. 

The Cuamman. Do you know that such ointments and creams do 
exist / 

Dr. Sevrincuaus. Yes; I have heard of them. 

The Cuarmman. And they contain the alpha rays / 

Dr. Sevrincuavs. I do not happen to know what they contain. 

The Cuarmman. All right. 

Dr. Hedrick ? 

Dr. Heprick. Doctor, are estrogenic hormones in creams readily ab- 
sorbed through the human skin? 

Dr. Sevrincuaus. I am convinced of that by my own experience 
with patients; yes. 

Dr. Heprick. About what percentage of the estrogenic hormone 
would be absorbed ¢ 

Dr. Sevrrinauaus. I have no data as to percentage, but the impres 
sion gained from my observation is that it is 100 percent absorbed 1f 
the ointment is not rubbed off too quickly. 

Dr. Heprick. About how long would it take for 100 percent to be 
absorbed 2 

Dr. Sevrineuaus. I have no data that would give a definite answer, 
so I could not tell whether it would be absorbed in the course of a half 
a day or whether it would take several days; but since ointments ap 
plied properly on dried skin will be so incorporated into the texture 
of the skin that they can’t be rubbed off once they have been applied 
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that way and rubbed in, the absorption could continue, and it would 
therefore become accumulative with daily dosages. 

Dr. Hepricx. How many international units would a patient have 
to absorb in 24 hours for it to be dangerous, in your opinion ¢ 

Dr. Sevrinenaus. It would be extremely variable. For some 
women the absorption of 1,900 units per day would create a disturb- 
ince such as I have described. For others there might be a tolerance 
for as much as 10,000 units in a day. There is no set figure that will 
apply to all women in that way. 

Dr. Heprick. I imagine in your practice, Doctor, many times you 
have given 10 or even 20,000 international units for injections / 

Dr. Sevraincuaus. | have never authorized more than 10,000, but I 
know it is frequently done in doses as high as 20,000. 

Dr. Heprick. Have you ever seen any undue effects from a dose of 
that size ¢ 

Dr. Sevrincuaus. Just the same type that I have described for the 
ointment ; yves—disturbance of menstrual rhythm, disturbances of fe 
tility produced by injection. 

Dr. Hepri K. Do you think estrogenic hormone lessens the poss 
bilitv of pregnancy ¢ 

Dr. Severneiavs. I am very sure it may in certam conditions lessen 
the possibilities of pregnancy at the period during which the hormone 
s having its effect, which period might extend for 2 or 3 months 

Dr. Heprick. What is the injurious effect, generally, on the nervous 
system to women when they use estrogenic hormones ¢ 
Dr. Sevreinauaus. It is apt to bi Ing about a state of tension. of lack 
of ordinary amount of emot ional balane e and control, consc1ousness of 
certain of the vital phenomena, may produce headaches, may disturb 
sleep; that type of disturbances. 

Dr. Hrpri K. What effect do the estrogeni hormone creams have 
on the skin ? 

Dr. SEVRINGHAUS | do hot have any experience on that. sO all l 
know about it is what I have read. 

Dr. Heprick. It is supposed to cause an edema condition of the skin: 
is that correct ¢ 

Dr. Sevrincuaus. It could be described that way I suppose 

Dr. Heprick. In other words, it increases the fluid in the tissues of 
the skin. 

Dr. SevrinecHuaus. Fluid content of the tissue. Whether it would 
goto the extent of edema | don’t hs appen to know. 

Dr. Heprick. In your experience have you noticed it making women 
look younger after continued use 

Dr. SevrincHavus. Yes: ] sod ng that kind of effect. 

Dr. Heprick. You actually have seen improvement in their looks? 

Dr. Sevreincuaus. Yes. 

Dr. Heprick. That is all. 

Che Cuarmman. Mr. Horan. 

Mr. Horan. F rom your experienc e. Doctor. is there ; any conn ection 
at all between the use of this hormone and the possibility of the pres 
ence or the lack of presence of migraine headaches ? 

vr. SevrincHaus. [ am sure that there is a possibility of relation 

hip between the hormone supply within the body and the occurrence 
of headaches. When one specifies a migraine headache he opens up 
a question of definition which is subject to some debate in the medical 
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profession. If one limits it to the classical description of migraine 
headache, I don’t know of any connection. 

Mr. Horan. Migraine headaches quite often in many patients are 
absent during the period of pregnancy, and I just wondered what tlic 
over-all effect of estrogenic hormones might be in that field. 

Dr. SevrrncHavs. One would go there into theory because there i; 
no method of measuring a headache. 

Mr. Horan. But we do look to gentlemen like yourself to help 
us supply the answers to some of the mysteries of life. 

Dr. Sevrinenavs. Yes. 

Mr. Horan. And you have pointed out the danger of estrogeni 
hormones unless properly used and properly administered. You do 
not believe they should be stopped ¢ 

Dr. Sevinenavs. By no means. 

Mr. Horan. Or denied to the use of the medical world ? 

Dr. Sevetncnavs. No. 

Mr. Horan. That is what we are trying to get at in this committee. 
You understand that ? 

Dr. Severncuaus. Yes. 

Mr. Horan. In your last sentence you state that you hope that these 
hearings are an attempt to mobilize the thinking through this con 
mittee of the medical field and manufacturing field, and may stimulat. 
more extensive efforts, as you say, by manufacturers and physicians i: 
exploring this important field. 

Now we are all for that, but our particular job is where does the 
Government and its facilities fit into this picture. 

For instance, what is your feeling regarding the Public Health 
Service in this picture? 

Dr. Sevrineuaus. Well, my feeling is that the Public Health Serv 
ice’s interest would properly be expressed by their encouragement of 
investigations in this field since they have such a large opportunity 
and the equipment for the stimulation of investigation in many fields 
of medicine. 

Mr. Horan. Of course, I agree with you. I think you are being 
very conservative in your statements. Do you feel that they should 
carry on experiments or should they coordinate the work that is now 
being done by manufacturers and persons like yourself, and other 
facilities that exist in the public or in private experimentation in 
this field, or what should they do specifically. Because as far as I 
know, this committee has an open mind on this subject, and we would 
like to know how best we can take advantage of the things that our 
society, which has been rather progressive, has already produced. 
How should we coordinate the things that are being done in the 
United States? 

Dr. Sevrerincuavs. I am entirely incompetent to write a plan for 
this coordination, I am sure. My understanding of the responsibi!i- 
ties of the United States Public Health Service is that it has facilities 
for carrying out research in its own laboratories at Bethesda, Md.. 
that it also has a very large measure of responsibility for the distribu- 
tion of Federal funds in support of research carried out elsewhere by 

rivate physicians, by educational and research institutions or by 
industry. I do not understand that it has any responsibility for the 
coordination of such work done elsewhere. And that matter of co- 
ordination is a very difficult problem. 
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Mr. Horan. Very. That is the reason I am asking you this ques- 
tion. 

Dr. Sevrrncuavs. And I think that the coordination has to be the 
result of setting up standards of efficacy and safety in the materials 
that are made available for professional use and for public use with- 
out professional g vuidance. 

Mr. Horan. W Vell, I like this statement, and I think you are deal- 
ine with a field that we ought to know more about, and I think the 
whole sense of your statement is in that field. 

What we want to do, of course, what I want to do personally, at 
least, is to find out who can tell us the answers or who might be able 
to tell us the answers and encourage them as your statement indicates. 
But I hope that the sum total of our work here will be to point out to 
everyone in this great Nation of ours a procedure so that we will find 
out these answers and how best to use them for the general good of all 
ofus. I think that is what you mean. 

Dr. SevrincHaus. Yes. 

Mr. Horan. And, of course, the question we must answer is how 
far the Government itself should go, whether we should stay out of 
it or whether we should move in; and if the Public Health Service 
is asked to help assist manufacturers and physicians to find these 
answers, how far they should go in that direction; and we have a very 
prac tical thing to answer ourselves. 

In certain fields we have called on the Public Health Service to assist 
us. In the field of the use of pesticides on fruits and vegetables and 
other foods we are now employing the Public Health Service to find 
out the answers and how we can make sure that the general public is 
assured that that which they eat is safe. 

Now we felt that we had to have an unbiased body to do this 
study of what those limits were in that field. In this field we are 
all working in the dark, and your testimony proves it. That is what 
you came here to say this morning—that it is long before dawn in 
our general knowledge in the use of estrogenic hormones. And we 
want to get out of the darkness here. How are we going to do it, and 
what is the function of the Government in that field ? 

Dr. Sevrincnaus. Well, the best I can offer is the suggestion that 
we know a great deal about the activity of the estrogenic hormones 
no matter how they are administered, that there is certainly not a 
onsensus among medical men who have experience in this field as to the 
ippropriate dose which can be administered safely by a woman with- 
out professional supervision. And until such a consensus can develop 
bout the safety of dosage unsupervised, it would seem to me the part 
f wisdom to interfere with that kind of unsupervised use. 

Mr. Horan. I think that is as far as we can go. Our counsel 
rought that out pretty plainly, I thought. 

Chat is all, Mr. Chairman. 

lhe Cuarmman. Thank you, Doctor. 

Mr. Horan. I want to thank you, too. 

Mr. Kiemnrerp. Dr. Lubowe. 

lhe Cuamman. Your name and address, Doctor? 

Dr. Lusowe. Irwin I. Lubowe, 1 West Eighty-fifth Street, New 
York, 

(The oath was administered by the chairman.) 

The Cuarmman. You may proceed. 
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TESTIMONY OF IRWIN I. LUBOWE, M. D., NEW YORK, N. Y. 


Mr. Kuemrecp. Dr. Lubowe, where did you obtain your medical 
degree ¢ 

Dr. Lunowr. New York Medical College, year 1930. 

Mr. Kiernrecp. What is your special field ¢ 

Dr. Lunowr. Dermatology. 

Mr. Kuernretp. You are a diplomate of the American Board of 
Dermatology and Syphilology ¢ 

Dr. Lunower. That is correct. 

Mr. Kixrnretp. And a fellow of the Academy of Dermatology and 
Syphilology ¢ 

Dr. Lusnowe. That is correct. 

Mr. Kiernrevp. And a fellow of the American Public Health Asso- 
ciation, American College of Allergists, and American Medical 
Association ¢ 

Dr. Lunowr. Yes. 

Mr. Kiermretp. And a fellow in dematology, New York Council of 
Surgeons / 

Dr. Lunowr. Yes, sir. 

Mr. Kiervrecp. And you are a member of the Society of Cosmetic 
Chemists ¢ 

Dr. Lunowr. Correct. 

Mr. Kiernretp. How long have you specialized in the field of de: 
matology ¢ 

Dr. Lunowe. Since 1937. 

Mr. Kierreip. Will you please read your statement. 


Dr. Lunowe. I wish to take this opportunity of thanking Congress 
man Delaney, chairman of the House Select Committee on Chemicals, 
for inviting me to express my views in this very important matter of 
the relationship of the pharmaceutical, chemical, and cosmetic indus 
try to the general health of the — 


I am a certified practicing dermatologist in the city of New York. 
I am a member of the dermatological staff of two large New York 
hospitals, a member of the teaching staff of a New York City medi 
cal college, and have been employed by the Bureau of Social Hygiene, 
New York Department of Health. I am also a pharmaceutical and 
cosmetic consultant in the clinical evaluation of new products. | 
have been employed to pretest new pharmaceutical and cosmetic prod 
ucts before their release to the general consumer public by patch test 
ing, patient and consumer usage tests, in order to determine thei: 
clinical effect. 

In the course of my practice of dermatology, I have been consulted 
frequently by physicians and patients, for the diagnosis and treat 
ment of diseases of the skin, contact dermatitis, which occasionally 
appears following the application of pharmaceuticals and cosmetics 
I have written many original articles on this subject, which have and 
will appear in accredited medical journals. 

In 1938, the Food, Drug and Cosmetic Act was instituted for the 
henefit of the patient, consumer, pharmaceutical and cosmetic manu 
facturers, which is enforced by the Food and Drug Department of the 
Federal Government. This act became a part of our legislative sys 
tem after the unfortunate deaths of many innocent people following 
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the injudicious use of an ethylene glycol base as a vehicle for the 
dispe rsion of sulfanilamide derivatives. 

For a new pharmaceutical product to be dispensed by the pharma- 
cist to the patient, a drug application must be submitted by the manu- 
facturer with certified clinical and the ‘rapeutic reports, accompanied 
by a minutely detailed list of untoward or toxic reactions which have 
been encountered or observed after animal, human and clinical trial 
and research. In this manner, pharmaceutical products which may 
be toxic, harmful and may cause untold misery are not offered to the 
public, and are immediately discarded from the commercial roster of 
new drugs. As a practical result of this preclinical screening, seri- 
ous accidents, fatalities, body injuries, od undesirable publicity are 
ivoided 

Originally, the word “cosmetic” was defined as a preparation used 
to beautify and improve the skin and complexion. My interpreta- 
tion of a cosmetic is a preparation used topically to improve external- 
ly. beautify and adorn the skin and its appendages. However, when 
Y osmet Ic contains active chemical ingredients as steroids, endocrines. 
intiseptics, detergents and emulsifiers which may have a biochemical 
ind physiological effect upon the skin, we must then alter our an- 
cient concept of the function of a cosmetic. 

If I am to be a little facetious, I would eall these products “cos- 
medics.” 

{s you all know, the skin consists of various layers known as the 
epidermis, corium and subcutaneous tissues. If a cosmetic in the true 
sense of the word affects only the outer layers of skin, this prepara- 
tion can be utilized by the consumer without competent medical 
sk Ned supervision. If it affects the deeper layers of skin, wherein 
ire contained the blood vessels, lymph structures, elastic and collagen 
fibers and nerves, the probability of absorption and constitutional ef- 
fects must be considered. 

Mr. Horan. Mr. Chairman, I want to thank you for throwing some 
light on the difference between cosmetics and medicines and drugs. 
It has been very confusing to me to understand any great difference 
between them, because they certainly operate in fields very much ad- 
went to each other 

Dr. Lunowr. That is right. 

Mr. Horan. And your testimony here is very helpful to me be- 
cause I have been troubled with that differentiation. Thank you. 

Lunowe. In the last decade, the pharmaceutical and chemical 
dustries have produced an abundance of miracle drugs for internal 
nsumption and external use upon the skin and appendages. This 
ew era of antibiotics has been glorified by the production of the sulfa 

derivatives, penicillin, bacitracin, streptomycin, aureomycin, terra- 
vein, chloromycetin, polymixin, and neomycin. Before these drugs 
ere offered for human consumption, thousands of chemically related 
pounds were studied and discarded because of their potential 
oxic effects upon the laboratory animal. Many of the antibiotics 
be applied topically on the skin without serious danger. How- 

er, toxic manifestations affecting the blood, kidneys and liver when 
acitracin, tyrothricin and neomycin are taken internally have been 


Several antibiotics when used therapeutically on the skin may cause 
ensitization and subsequent contact dermatitis venenata as the sulfa, 
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penicillin, aureomycin and terramycin preparation. We have found 
that the least productive allergenic antibiotics are tyrothricin com 
bined with bacitracin. They have a synergistic effect with practica]], 
no local sensitization. If an antibiotic, which is effective against 
various strains of bacteria and viruses, is used locally in an ointment 
form and sensitization follows, this skin reaction predicates against 
future use of this antibiotic internally. 

The introduction of the detergents, emulsifiers and wetting agents 
have opened a new vista of cosmetic preparations. The detergents 
can be chemically classified as anionic, cationic and nonionic. The 
latter group seems to be the most stable of the detergents and least 
harmful. Resically, the chemical structure of these products are 
sufonated esters of higher alcohols such as lauryl alcohol, or vege- 
table oils or sulfonated castor oil. 

The polyethylene glycol and polyoxyethylene sorbitan compounds 
are also being used in cosmetic, pharmaceutical and food preparations 
as emulsifiers and detergents, and occasionally an unrelated reaction 
occurs. Sodium lauryl sulfate is known to neutralize lysozyme factor 
of the gastric juices. In the December 8, 1951, issue of the Lancet, 
Dr. H. Lehmann reported a change in the prothrombin-time esti- 
mation when glassware was washed with alkyl sulfate detergents. 
This occurs in the laboratory. 

These surfactant preparations are incorporated in elegant mixtures 
to aid in the intradermal penetration of the active ingredients. They 
are also prescribed by the dermatologists for use as cleaning agents 
in patients who are sensitive or allergic to ordinary household soap 
and water. Frequently there is an unexpected reaction following the 
use of these products, in either cake or liquid form. 

A drying of the epidermis is noted after constant use which has 
to be counteracted by use of petrolatum, mineral oil, lanolin, or choles- 
terol derivatives. The majority of detergent wetting agents are used 
in the manufacture of soapless shampoos either in liquid or in cream 
bases. 

Recently, Dr. Boen Swinny in the November—December 1951 issue, 
volume 9, page 774, of the Annals of Allergy, reported 63 cases of 
dermatitis involving the periorbital areas following use of detergent 
cream shampoo. Evidently the eyelids are affected by the rinsing 
water containing detergents, which come in contact with the skin of 
the periobital area causing dermatitis venenata. We have observed 
several cases in our practice. This type of dermatological entity dis- 
appears when the shampoo is eliminated. 

However, on the other hand we must realize that millions of soap- 
less shampoos are utilized weekly. These shampoos contain the afore- 
mentioned detergents, and the incidence of dermatitis is almost mini- 
mal. Occasionally, untoward skin manifestations which are usuall) 
allergic appear. They do not necessarily indicate that these prepara 
tions are harmful for general public use, and should be withdraw: 
from the commercial market. However, their side effects should be 
studied in detail. 

The quartenary ammonium compounds have proven to be effectiv: 
antiseptics and bactericides even when utilized in small concentrations 
of 0.5 to 1 percent. They are used for sterilization of the skin and 
surgical instruments. If used in larger concentrations, sensitizat io. 
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may occur. However, they are not being added in formulation of 
hair lotions and shampoos. 

Recently, in dermatological practices I have been consulted for 
damage to skin and se alp ‘that followed the use of hair dyes. These 
are manifested by dermatitis of the sc alp tissue, falling, drying and 
brittleness of the hair. In the majority of cases, these untoward 
reactions followed or preceded the use of cold wave application indi- 
ating that there tae, occur unsuspected chemical reactions, when a 

air dye is utilized in conjunction with a cold permanent wave. 

We know that the paraphenylenediamine compounds are frequent 
sensitizers. 

To determine the possible allergic sensitization of new cosmetic 
and pharmaceutical compounds, the patch tests at the present time 

: being empirically used for this purpose. The proposed product 
when utilized ms Ly cause dermatitis venenata due to primary sensitiza- 
tion or allergic manifestations. Acids and alkalis when used in 
strong concentrations as in the chemical, brewing and cleaning indus- 
try, very frequently produce damaging effects upon the skin; this 

action is classified as a primary irrit: int. However, when this same 
aml is evaluated it is reduced in its testing concentration from one- 
tenth to one-fiftieth of the original strength, and subsequently if a re- 

tion occurs upon the skin then it is classifie das an allergen. When 
testing household products as turpentine, nickel sulfate, DDT, py- 
rethrlium powder, ammonium fluoride, usually a 1 to 5 percent dilu- 
tion is utilized to reduce it from the class of a primary irritant. 

lhe procedure used in patch testing is to select the suspected aller- 
ven, new ingredient, pharmaceutical, or cosmetic product to be tested. 
This material is utilized in proper dilution or dispersed in an innocu- 

is aqueous solution or petrolatum, and then placed upon the skin. 
The tested product is covered with a piece of gauze which is kept in 
direct. contract with the skin with adhesive, or scotch tape. The test 
s left in contact with the epidermis for a period of 48 to 72 hours. 
Che original test patch areas are read and the reaction noted, This 
- identified as the prophetic patch test. 

Occasion: lly, sensitization does not take pli ce immediate ly. The 
test materials are then reapplied to the skin, in similar dilutions, in 
different areas 4 weeks after the initial test to determine whether an 
altered reactivity of the natural factors of the skin have occurred. The 
isual period for normal skin to demonstrate sensitivity to an allergen 
varies from a minimum of about 2 weeks to years. 

However, in our testing of cosmetics, we have added the consumer 
usage test. This test consists of utilization of the cosmetic effect by 
the patient or consumer in the area for which it was originally 
intended, For instance, lipstick would be used on the lips, nail polish 
on the nails, hair dye and shampoo upon the hair and scalp. In order 
to determine whether sensitization will take place, the control patients 
ire advised to use the preparation daily for a definite prearranged 
time. In this manner, a new preparation can be more accurately and 
readily screened as to its epidermal sensitization, when the prophetic 
ind repatch tests are utilized in combination with the consumer usage 

Oce asionally the untoward effects m: Ly not present themselves after 
original testing, and may appear several weeks or months after initial 
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use of a product. ‘To cite an example, we are all familiar with the 
allergic toxic effects of the undercoat nail preparation which was 
used to cause a more lasting effect of the nail polish. This prepara 
tion consists of a rubber and resin solution and methyl ethyl ketone 
solvent. 

Dr. Charles Rein and Dr. James Rogin in the June 1950 issue of the 
Archives of Dermatology and Syphilology described the allergic 
eczematous reactions of the nail bed due to “undercoats.” The clinical 
features presented were discoloration and subungual hyperkeratosis, 
onycholysis of the distal portion of the nails and paraonyehia with 
edema, erythema and sealing of the fingertips. Associated with the 
afore-mentioned symptoms were pain, tenderness, and paresthesia. 

Sulzberger and Mitchell believe that the previously mentioned con 
dition was an allergic reaction whereas Winston and Sutton believed 
the effect to be due to methyl ethyl ketone solvent. 

Sharlit stated that the condition was probably due to a contact 
allergen. 

We are also of the opinion that it is an acquired allergic sensitivity 
especially since this dermatitis did not occur until after several 
months of usage. These reactions, although they were small in num- 
ber, considering the many people who used the undercoat nail polish, 
were severe and resulted in pain and disability. 

I have been informed that when the patch tests of the undercoat 
were performed on 200 or more patients, the amount of sensitization 
that appeared was almost minimal to the individual components and 
to the final product. However, I am unprepared to state whether or 
not this preparation was applied to the nails previous to the applica- 
tion of nail polish. We can readily observe that individual chemical 
components of a cosmetic preparation may in themselves be innocuous 
or not cause sensitization. However, when they are combined, the 
final product may act as a potential allergen sensitizer. We must not 
lose sight of the possible toxic chemical combinations of two individual 
substances that are used simultaneously as the combination of the 
undercoat protector and the nail policy. We also believe the hair dye 
and the cold permanent wave when used in conjunction with each 
other. 

In a preliminary hearing of this committee on the Pacific Coast, it 
has been called to my attention that one of the experts testified that 
there are about 135 different items used in the cosmetic industry which 
can be classified as known sensitizers. 

Dr. Klarman at the 1951 annual meeting of the Society of Cosmetic 
Chemists suggested that this list was incorrectly quoted. I am in ac- 
cord with his statement, in that I believe that the list contains drugs 
which on rare occasions are known to cause an allergenic reaction in 
patients and consumer. However, we do not consider these primary 
sensitizers when used in the majority of cosmetics sold today. We do 
recognize that these occasional allergens may cause a skin irritation 
especially in patients who have an allergic background, namely, 
usthma, hay fever, and atopic dermatitis. 

In the practice of dermatology we see very frequently chronic 
eczematoid reactions of the skin of the hands of women, who during 
the past few months have been engaged in more than the normal 
amount of washing and rinsing of babies’ clothing and wearing ap- 























































CHEMICALS IN FOODS AND COSMETICS 1317 


parel. These patients are hypersensitive to ordinary washing with 
household soap and water, which act as skin irritants. We surely 
realize that the skin of the hands and body are subjected to millions 
of applications of soap and water daily, and still the percentage of 
abnormal reactions is almost minimal. The same analogy applies to 
previously mentioned sensitizers as discussed in the Pacific Coast 
hearings. we? , 

I have attempted to show that the majority of cosmetic formulations 
that may cause skin sensitization are basically noninjurious. If a new 
cosmetic contains chemical agents or combinations of agents which 
may have an untoward effect upon the skin or other appendages of 
the body, then it should be subjected to pretesting procedure, before 
it is allowed to be used by the consumer and sold over the counter. 

The pretesting procedure at the present time is empirical, and I 
believe certain rules and regulations should be formulated to deter 
mine the constituents of a new cosmetic without the production of toxic 
consequences. The majority of dermatological and cosmetic con- 
sultants recommend about 200 patch tests as the minimum for new 
cosmetic preparations. We are in accord with this number. 

In addition, we also believe that the consumer usage tests should 
also be added. 

The individual ingredients and the finished preparation should be 
patch tested and then in a 2- to 4-week period repatch testing should 
be performed to rule out the potential sensitization. In conjunction 
with this procedure, I believe the consumer testing should also be 
conducted at the same time. Namely, the continued use of the prepa 
ration on that part of the body for which it has been proposed. Animal 
testing occasionally is advised to determine the toxie properties of a 
new preparation which has not been utilized on human skin previously. 

I would also suggest that to minimize infrequent occurrence of 
potentially toxic reactions following the use of new cosmetic prepara 
tions, a qualified dermatologist and allergist should be utilized as a 
consultant by cosmetic manufacturers and the Government. The de: 
matologist besides being a qualified specialist in the field of derma 
tology, should have expert knowledge of allergy, pharmacology, and 
be able to facilitate practical application of a cosmetic product from 
its inception in the laboratory to its sale in the retail outlet. 

Dr. Erwin D. Cyan at the 1951 spring meeting of the Society of 
Cosmetic Chemists, elaborated on the usage of the consumer acceptanc 
test. We have modified his original plan and suggestions by the 
consumer usage evaluation, specifically the cosmetic to be tested, is 
used on the area of the body for which it was originally intended. 

As previously mentioned, cosmetics to be tested should be used on 
the areas of the body for which they are originally intended. 

Therefore, we eliminate any doubt as to whether it has toxic prop 
erties in the selected use areas. We must not forget that occasional], 
patients have demonstrated allergic manifestation to a cosmetic, as 
for instance nail polish, and still when a patch test of nail polish is 
apphed in an unrelated skin aurea, the result is negative. This occurs 
with infrequency and therefore can be discounted. 

[t may be advisable for the cosmetic industry and the Federal Gov 
ernment to publish a manual indicating the reactions to known aller 
vens and sensitizers so that their frequent use in cosmetic preparations 
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may be discouraged in the future. An official publication may }, 
desirable. 

I must emphasize when a pharmaceutical or cosmetic preparatio 
has been submitted to my office and laboratory for clinical evaluat io 
and any severe untoward effects have been observed during the cli: 
ical study and screening of this product, that the manufacturers have 
been only too cooperative in insisting that this prospective produc: 
be discarded as a potential merchandise product. 

In conclusion, I hold that since the pharmaceutical and cosmet 
manufacturers are interested in net sales and profits, without discon 
fort or hazard to the consumer, and unwarranted publicity that im 
peaches the reputation of the cosmetic manufacturer, that there should 
be no difficulty in the formulation of new legislation or amendmen: 
to existing adequate laws. 

This legislation and recommendations should emanate after an un 
biased and cooperative conference between representatives of the 
manufacturers, the Government and impartial experts, thus insuring 
adequate proposals without undue hardship to the participating 
parties. 

As in all scientific domains in which rapid progress is being made, 
certain differences of opinion will present themselves, and ultimately. 
there should be a general agreement on the proposed details, and with 
complete satisfactory acceptance by all the parties concerned. 

Mr. Kuernrecp. Dr. Lubowe, on page 10 of your statement you 
say that we can readily observe that individual chemical components 
of a cosmetic preparation may in themselves be innocuous or may not 
cause sensitization. However, when they are combined, the final 
product may act as a potential allergen. 

In other words, I think you are saying, if I am correct, that you 
may have two substances, each of which, by itself, may be entirely 
innocuous, or each of which, by itself, may have no allergenic effects; 
is that correct? 

Dr. Lunowe. Yes. 

Mr. Kuieryretp. But that when you combine the two you have a 
new problem ? 

Dr. Lunowe. That is correct. 

Mr. Kiernretp. The combination itself may cause some allergic 
reactions or some direct damage; is that correct / 

Dr. Lunowe. Yes; due to the fact that you are probably producing 
a new chemical compound or changing the pH of the preparation 
used, toxic effects may be produced. © 

Mr. Kiernrevtp. That is why you say that we must not lose sight 
of the possible toxic chemical combinations of two individual sub- 
stances that are used simultaneously, as for example the combination 
of the undercoat protector and the nail polish ? 

Dr. Lunower. Correct. 

Mr. Kiervrevp. So that if a client of yours was going to put out an 
undercoat for nail polish you would want that tested with the nail 
polish itself; is that correct ? 

Dr. Lunowe. Yes; that is exactly it. The consumer clinical usage 
test would duplicate the exact conditions under which the cosmetic 
preparations would be used in the beauty shop or the household. 

Mr. Kiervretp. That would be the safe thing to do? 

Dr. Lusowe. Yes. 
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Mr. Kierretp. Doctor, suppose you had a wetting agent which, in 
itself, would not cause any damage even if inserted directly into the 
eye, and thus if used in a shampoo which might get into the eye would 
not cause any direct damage. Suppose you also had a quaternary 
compound which in itself, if put directly into the eye or used in the 
shampoo, would not cause any direct damage. Might you have a 
different problem if you put the two together ? 

Dr. Lusowr. Yes, There is a great possibility that some untoward 

hemical action may occur which may not be innocuous to the mucous 
membrane or conjunctiva of the eyeball. 

Mr. Kieryrecp. Apparently it is your definite opinion that the 
fact the ingredients of a cosmetic may have been tested quite suf- 
ficiently does not at all relieve the manufacturer from making the 
kind of tests you mentioned upon the finished product ? 

Dr. Lunowe. Yes, and I am in accord with that. 

Mr. Kiernrevp. I have no further questions. 

The CuatrrMan. Dr. Hedrick. 

Dr. Heprick. Do you believe that atomic energy will be used fre- 
quently in the treatment of skin diseases in the future? 

Dr. Lunowr. Previously mention was made of radioactive sub- 
stance. At the present time thorium X, which is an alpha compound 
is now being used in dermatological preparations, and in a large 
number of cases seems to be effective in its accepted therapeutic indica- 
tions. In all probability, we think it will be used with greater fre- 
quency if found to be further effective and nontoxic. 

Dr. Heprick. How about in the treatment of cancer ? 

Dr. Lunowe. Basically my field is dermatology. However, we do 
know that the isotopes of the cobalt and gold compounds are now being 
used in the treatment of cancer and the detection of cancer. And 
although the reports are not conclusive, there is a feeling that they 
will be beneficial. 

Dr. Hepricx. I believe that is all. 

The CuarrMan. Mr. Horan. 

Mr, Horan. Dr. Lubowe, in your statement before me here, you 
make the point that if we can assure the public we should lave no 
difficulty in arriving at proper amendments. 

Dr. Lusowr. Yes; I believe so. 

Mr. Horan. Specifically what did you have in mind; speaking as 

individual ¢ 

Dr. Lusowe. Well, I believe that there are a number of cosmetics 
that are now being used with a great deal of caution by the consumer, 
because of the fact that they do not have approval of the Federal 
Government or medical profession, and if this approval was offered 
ome of this fear would be dispensed, and probably greater usage of 
osmetiecs would result—just to mention one particularly, the hormone 
preparations. 

Mr. Horan. How do we arrive at the clearance you mention under 
the existing procedures ? 

Dr. Lunowr. You asked one of the previous witnesses what part the 
United States Public Health Service would play. I think specifically 

ire all interested in private enterprise, and I think that all evalu- 
ation should still be in the hands of the cosmetic manufacturer and the 
private individual. However, there is possibility that it can be 
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worked in conjunction with the function of the National Resear«), 
Council today, which is a governmental agency. In the testing of 
new projects and new compounds they employ private investigators ’ 
and then the results are brought back to the National Research 
Council; and then in turn these reports are incorporated and issiie| 
by the National Research Council. It offers, and institutes grants to 
the various universities and private investigators. I think en is a 
possibility of introducing a similar agency with governmental ; 
private researcher cooperation. 

Mr. Horan. Here is the problem we are up against: I believe 
private enter pr ise myself; but, of course, you know we hold them unde: 
suspicion at times, and that is the problem we have, to find an agenc) 
that can give clearance to the ethical manufacturer. We need to pro 

tect him and that is what we want to do. But we have got to find 
some way to credit or to certify the findings of his own researcher, ; 
we have to find what might be an unbiased body to make the same 
findings and certify them so that we can give the green light to the 
private enterpriser. That is the problem as I see it, and I think your 
testimony would indicate that you more or less think in the same line. 
Is that not true? 

Dr. Lunowr. Yes. I believe that basically all the testing and clini 
cal reports should be done by private industry with a control if a 
Federal agency believes it is essential, as we are now doing with the 
new pharmaceuticals, I think the same type of a set-up would be an 
agreeable one. 

Mr. Horan. Thank you. 

The Cuamman, That isall. Thank you, Doctor. 

Mr. Kuernrevp. Is Dr. Grolnick here? 

Dr. Grounick. Yes. 

The Cuamman. Your name and address, Doctor ? 

Dr. Grotnick. Max Grolnick, 555 Ocean Avenue, Brooklyn, N. Y. 

(The oath was administered by the chairman.) 

The Cuatreman. Proceed. 


TESTIMONY OF MAX GROLNICK, M. D., BROOKLYN, N. Y. 


Mr. Kuernrevp. Dr. Grolnick, you have the degree of doctor of 
medicine / 

Dr. Grotnick. That is right, sir. 

Mr. Kiernrecp. Where did you obtain that degree? 

Dr. Grotxickx. The Long Island College of Medicine. 

Mr. Kieinretp. What year? 

Dr. Grotnick. 1926. 

Mr. Kuetnretp. And you have practiced medicine since then? 

Dr. Grounick. That is correct. 

Mr. Kueinrevp. What is your special field ? 

Dr. Grotnick. Allergy. Iam an allergist. 

Mr. K.ernre.p. And how long have you specialized in the field of 
allergy ¢ 

Mr. Grounick. Since 1929. 

Mr. Kuierrecp. Of what societies are you a member? 

Dr. Grotnick. I am a fellow of the American Academy of Allergy, 
a fellow of the American College of Allergists a member of the 
New York Allergy Society, and a recent president of same. 
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Mr. Kieinrecp. Are you associated with any hospitals / 

Dr. GrotnticK. I am. 

Mr. KLPINFELD. Which hospitals ¢ 

Dr. Grotnick. I am associate attending physician in allergy at the 
Brooklyn Jewish Hospital and associate attending physician in medi 
cine and chief of allergy division Miamonides Hospital in Brooklyn. 
| am also instructor in dermatology, College of Medicine, University 
of State of New York. 

Mr. Kuginrecp. Will you please read your statement, 

Dr. GRoLNICK. Some cosmetics, particularly hair dye and wave 
prepare ations may cause local or general allergic reactions in the skin, 
and in the nasal and bronchial mucus membranes. The distress pro 
duced may vary from mild to serious, from local to generalized, and 
may rarely lead to fatality, from direct or indirect causes. The pres 
ent law vive inadequate proter tion from such recommendations as label 
warnings, preapplication patch-testing, and careful observance of in 
structions for use. This actually applies to certain known hazardous 
chemicals, such as the amine or aniline type of synthetic dyes, some 
metallic dyes, some hair wave chemicals, and others. Even these in 
adequate precautions presuppose an intelligent interpretation by the 
user or by the beauty parlor operator. Any change in Federal regu 
lations should consider the follow ing: 

Eliminate such ambiguities which permit the use of dye on the 
scalp, but not around the eyes, which permit use on the skin but not on 
the lips or mucus surfaces, and even exempt certain dyes from the 
color certification requirements of the FDC Act. 

A preuse patch test self-applied by the user of a cosmetic, or by a 
beauty parlor operator is obviously inadequate, and presupposes that 
it will be carried out, and if so, that the result will be inte rpreted prop 
erly. Even the traimed specialist has difficulty in interpreting these 
tests at times. 

In pe rmitting certain toxic or sensitizing (allergenic) chemicals to 
remain on the market, a proper evaluation of what constitutes a 
reasonable risk must be reached, i. e., how many people can be harmed 
before a chemical is to be branded as objectionable. 

New cosmetic chemicals, just like drugs, should be subjected to 
proper study by experienced persons to determine the potent ial sensi 
tizing (allergenic) capacities or hazard, prior to their release for 
use by the public. 

At present there is no acce pted standard procedure for such studies, 
= an organized endeavor seeking the ¢ ooperi ation of such bodies as 

.e Food and Drug Administration, the United States Public Health 
Service, the Cosmetic Committee of the American Medical Associa 
tion, the Research Council of the American Academy of Allergy, and 
of other bodies such as the American College of Allergists and the 
American Academy of Dermatology, should be undertaken. 

I trust that the above e xpressed views will be of assistance to you 
and your committee. 

Mr. Kuerxrevp. Dr. Grolnick, in item No. 2 in your statement you 
Say that 
A preuse patch test self-applied by the user of a cosmetic or by a beauty-parlor 
operator is obviously inadequate, and presupposes that it will be carried out, 
and if so, that the result will be interpreted properly. 


96568—52—pt. 3 18 
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In other words, you don’t believe that the ordinary user of a cosme: 
is qualified to apply, or to judge correctly the results of, a patch tes: ; 
is that correct ? 

Dr. Grotnick. That is right. 

Mr. Kurrrevp. And as an allergist, do you think the ordinary 
beauty-shop operator is qualified to judge the results of a patch test / 

Dr. Grotnick. I don’t feel so. 

Mr. Kirinreip. You say also, “Even the trained specialist has dif 
ficulty in interpreting these tests at times.” Is that right? 

Dr. Grounick. That is right. The difference between primary i: 
tation by a chemical and a reaction indicating a true allergic respons 
of the skin may be difficult to distinguish by the untrained perso, 

I have an interesting statement in an English text on modern co- 
meticology which pertains to that, and I am prepared to read it fo: 
you if you wish me to quote from it. 

Mr. Kieryrevp. I wish you would. What is the name of the pub 
lication ¢ 

Dr. Grounick. It is a book by Ralph G. Harry, who is a fellow of 
the Royal Institute of Chemistry and the text is Modern Cosmetico! 
ogy published by the Chemical Publicity Co. in Brooklyn. The autho: 
is head of the cosmetic department of Beecham Research Laboratories 
[ got the text from the medical library in Brooklyn. He is discussing 
patch tests, and states: 

Even though the actual procedure is simple, they should not be carried out | 
beauty-parlor operators, as in unskilled hands very disastrous results 1 
accrue. On the manufacturing side these tests are often conducted by qualitied 
specialists in the biochemistry of skin, who are intimately acquainted with | 
chemical constitution of the substance being tested, its pH titrable alkalinity 
or acidity, toxicity, and its chemical and structural relationship to substances 
already known to be irritant. No valid objection exists to patch tests by suc! 
investigators. Apart from such specialized research work, however, patch test 
ing is definitely the province of the dermatologist to whom all such tests should 
be referred. 

I might supplement this by stating that with unknown chemicals, 
particularly, it is a known fact that the application of a chemica! 
which may be allergenic—and, of course, it may be unknown at thie 
time it is being applied that it is allergenic—may sensitize the entire 
body surface by a single patch test. Some chemicals can be that potent. 

Mr. Kuie1nrevp. Doctor, in point 3 of your statement you say: 

In permitting certain toxie or sensitizing allergenic chemicals to remain on the 
market, a proper evaluation of what constitutes a reasonable risk must lt 
reached, that is, how many people can be harmed before a chemical! is to be 
branded as objectionable. 

Who do you think should make that evaluation ? 

Dr. Grotnicx. There are such private bodies as those that I men- 
tioned—the various dermatological and allergy societies—and there 
are the governmental organizations. I think that an organized effort 
on the part of all these groups should ascertain that evaluation, and 
not certain local groups. There is a committee on cosmetics that was 
organized under the aegis of the American Medical Association just 
a few years ago. They are doing a good job lam sure. But I feel it 
is a local group. I believe there should be regional divisions of that 
particular committee or similar committees throughout the country. 

Mr. Horan. Mr. Chairman, I think if counsel will permit, in point 
5 Dr. Grolnick tries to get at a procedure for an answer. I think 
your answer is in 5. 
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Dr. Grotnick. Yes, that is correct. 

Mr. Horan. Your answer in 5 suggests some way to bring all of 
these forces together that could supply the answer or the proper level. 
He makesthat point. I think it is very valuable. 

Dr. Grotnick. In 5 I was talking about adopting a standard pre- 
release testing procedure. ‘There is no accepted standard procedure. 
And I referred to that partic ular aspect of the work in suggesting a 
ioint endeavor. But, of course, the arrival at some proper e valuation 
of a hazardous drug could be reached in more or less in the same 
fashion. 

Mr. Horan. If you will permit me, I think the very crux of what 

we may do as a committee of Congress will result in this: We will 
propose legislation. ‘The legislation, if it is enacted, will enable some 
part of our Federal Government to take action and do these things 
vou are suggesting. 
* Much of the things that you as a doctor, working in the field of 
allergy and so forth, may experience in the future will not be legis 
lative, it will be regulatory. You see we write basic legislation but 
the administration sets up the regulations under which you will func- 
tion. It will not be the law you will be under, it will be the regulations 
of bureaucracy. So let’s find out who we want to regulate us. 

a think you are hitting awfully close to the head of the nail here 

1 No. 5. That’s what we ought to be getting at in my opinion, in 
answer to the question that Mr. Kleinfeld asked you, and that is the 
reason I interrupted Mr. Kleinfeld. 

We are getting down to the crux of the thing here in my opinion, 
ind you have made an answer that does appeal to me. 

Dr. Grotnick. If I may be permitted to elaborate on that fifth 
point before the close of this session, I would appreciate it, because I 
1m particularly interested in that point No. 5, having had some direct 
experience in that aspect of the study. 

Mr. Kiernreip. You say you want to elaborate ? 

Dr. Grotnick. Should I do it now ? 

Mr. Kiernrerp. Yes, surely. 

Dr. Grotnick. In reference to the procedures for determining the 
potential skin sensitizing hazard or capacity of a chemical. It is 
generally known that the accepted procedure is to apply a small 
mount of the drug or chemical under study as a patch test for a 
period ranging from 2 to 5 days, and then a re-application of that 
particular chemical 2 weeks later. That 2-week interval apparently 
suggests the incubation period which is necessary to el: apse before the 
general human body is sensitized to that particul: ir substance. 

That procedure, as I assume you know, is suggested by Dr. Louis 
Schwartz of the Public Health Service, and it has been generally 
carried out. ) 

Now it is my impression, after having done a fair amount of experi 
mental studies in the human subject—not in the experimental 

il—that several procedures using the original premise should be 
developed, and that no one procedure is adequate for the study of 
one particular chemical, because all cosmetics or drugs to be used 
locally are not used in the same manner. Some of them are used in 
a local area, some of them are used all over the body. Some of them are 
used more freely than others. I feel that several procedures ought 
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to be developed, taking in the various theoretical concepts and expe. 
iences of many investigators. That is why I suggest some organize«| 
endeavor by the various groups, because fundamentally one has to 
put great reliance on this first step. If the product passes this test 
then it can generally be released. 

I feel that, in addition, there should be a usage test besides these 
patch-test procedures. I think the techniques for appropriate test 
procedures can be developed. 

I know that the Food and Drug Administration is ga a pro 
cedure which will probably be reported on very shortly. In my own 
right I have tried to use a procedure which is a slight modification of 
the general Schwartz procedure and has experimental support. | 
am sure others have other suggestions. 

I feel too the usage test 1s important. Let me say, for example, 
there could be a continuous usage over a period of at least 30 days, 
which we consider as the incubation area period, and then observatioy 
for several weeks after that. Then, as has been suggested by others, 
limited field sales and use under no particular direction, and all com 
plaints coming in therefrom to reach the original source of sales or 
some other body. I know that Schwartz has recommended some such, 
procedure. 

And then finally the report of untoward reactions from such a 
field study should be analyzed by various regional boards organized 
by private medicine and Federal agencies. 

Mr. Kieirevp. From the viewpoint of the allergist, Doctor, are you 
interested in the reactions caused by soaps / 

Dr. Grotnick. Yes. 

Mr. Kiernretp. In your opinion, may the same problems be pre 
sented with respect to soaps as are presented by the use of othe 
cosmetics / 

Dr. Grotnick. It is not nearly as distressing or hazardous, of course, 
as some of the other problems, particularly the problem which per 
tains to the use of hair dyes—aniline or amine type of hair dye. 

Mr. Kiervreitp. Have you noticed in your practice any particular 
adverse reaction caused to persons by the use of a particular soap o1 
soaps ¢ 

Dr. Grotnick. From time to time you get a sporadic case, but the) 
are never very severe. 

Mr. Kixmrevtp. Doctor, in point 3 of your statement, you discuss 
a proper evaluation of what constitutes a reasonable risk. Do you 
think that evaluation should be made by each individual manufacture: 
or distributor of a cosmetic ? 

Dr. Grotnick. I wonder if I made myself clear. After a prepara 
tion has been on the market for a number of years, and numerous cases 
have been reported of either localized or generalized dermatitis or 
possibly mucous membrane manifestations, then, how many people 
have to be involved in this particular injury before the product 
limited or removed ? 

Mr. Kietnrecp. Here is what I am trying to get your opinion on 
If a cosmetic manufacturer wants to put out something new he ha- 
to make certain tests as you suggest ; is that correct ? 

Dr. Grotnick. That is correct. 

Mr. Kueinreip. And he has to decide for himself whether a product 
may hurt somebody or hurt a number of people, and he must make 
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that decision on the basis of the tests he has carried out. Sometimes 
the tests may be quite adequate or sometimes, I suppose, they may be 

ulequate. Do you believe he should be permitted to make the final 
lecision as to whether the tests he has made have been entirely 
ulequate f 

Dr. Grounick. I think that might depend on how wide a use the 
particular cosmetic or drug would be gviven. 

Mr. Kie1nreip. Suppose it is to be given rather wide use, to be used 
by hundreds of thousands, perhaps several millions of people. What 
vould you require from am: ssall icturer of a new product before it was 
sold commercii ally t fo so man \ people ¢ lf you hi a an opi nion on it ¢ 
Dr. GQROLNICK. Yes: I think it ought to be gone over DY ome organ 
“at group COMPPISIN? both private medicine and some governmental 
wency, and hav Ing representatives from both veneral groups. 

Mr. Kuernrecp. That is all. 
Dr. Gro~nick. Mr. Kleinfeld, I don’t know whether the question 
izards of cosmetics from the standpoint of mucous membrane sen 

vitv has been brought out. Irom the standpoint of the allergist I 
am interested in that, and possibly the dermatologist doesn't call atten- 
tion to it, 

The Cuairman. We would like to have your opinion on that. 

Dr. Grotnick. We know ce — foods and inhalant substances, and 


certain chemicals which enter » body by the usual routes, may cause 
mucous membrane symptoms Sesade ing the upper and the lower respir- 
atory tract, producing bronchial asthma. And one of the most severe 


type of reactions that may occur, though fortunately infrequently, is 
that. which follows the ingestion of aspirin. 

I am just bringing this up as an example that certam chemicals 
ntroduced in the body can produce both nasal allergy and bronchial 
asthma. And there are chemicals incorporated in certain cosmetic 
preparations which may from time to time produce such symptoms, 
too. Fortunately, there aren't very many of them but there are a few 
that might be called attention to. 

The CoarrmMan. Patients would hardly associate that condition with 
the use of cosmetics. ' 

Dr. Grotnick. That is correct. 

Phe CHAIRMAN. So it might be more numerous than brought to our 
attention. 

Dr. Grotnitck. That is correct. It is up to the \ imilance of the aller 
gist or the attending physician to realize this particular fact. 

The Cuatrman. And that is so with all products—drugs and cos 
metics and chemicals and food and so forth ¢ 

Dr. Grotnick. Yes. 

lhe CHatrmMan. It is almost impossible to get an accurate survey 
as to what conditions might be caused: is that so? 

Dr. Grotnick. Yes. that is correct. 

rhe CTrATRMAN. I see. 

Dr. GRrounick. jo example, paraphenylenediamine, which is used 

hair dyes, is a cause of bronchial asthma in workers among fur 
dyers and those tha at handle the crude drugs in the manufacture of the 

hemicals. It is reasonable to assume, although it is not often called 
to our attention, that even its use in cosmetic preparations may in- 
(irectly have some bearing on the production of mucous membrane 
vmptoms. Also such preparations as orris root, flaxseed, and the 
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various natural gums which are frequently used in cosmetics may pro- 
duce mucous membrane symptoms. 

The Cuamman. Dr. Hedrick. 

Dr. Heprickx. Doctor, do you believe that a manufacturer who 
brings out a new product and wants to put it on the market for sale, 
should bear all expense and costs for determining the value of that 
drug, as to whether it is harmless or detrimental to the human being! 

Dr. Grotnick. By whom? 

Dr. Hepricx. By the company which makes the product. In other 
words, it should not be the cost of the Government to determin: 
whether that product is safe or not. The manufacturer in my opi: 
ion should pay the cost of determining whether it is harmless or det: 
mental to the human being. 

Dr. Grotntcx. I should think so. I do not know that Iam qualified 
to answer that question. But as an individual I would think that is 
reasonable. 

Dr. Hepricx. That is all. 

The Cuarrman. Mr. Horan. 

Mr. Horan. The question I want to ask Dr. Grolnick—and I an 
intrigued by point No. 5 because I would like to see something as you 
suggest carried out myself—are you a member of the AMA’s cos 
metic committee ¢ 

Dr. Grotnick. No, sir. 

Mr. Horan. Do you know why the American Medical Associat iv: 
thought it wise to set up such a committee ? 

Dr. Grotnick. Well, I think it was a voluntary regulatory at 
tempt. 

Mr. Horan. Yes; it was. 

Dr. Grotnick. It was probably instituted because of the numerous 
reports of cosmetic dermatitis within the past decade or longer, com- 
ing as epidemics of this very distressing condition. Somewhere 
around 1933 “Lash-Lure” which contained paraphenylenediamine dy 
used to dye eyelashes, produced a series of cases of conjunctivitis and 
cataract and actual blindness, and I think in that series there was eve: 
one reported fatality. And then, of course, there were the not-infre 
quent cases of dermatitis due to hair dyes either on the face or ve! 
eralized. It may start out as a local reaction and develop into a mor 
generalized one. So I think the organization of the cosmetic commis 
sion was motivated by these sporadic or epidemic appearances of 
dermatitis due to cosmetics. 

Mr. Horan. You would agree then it was a constructive attempt t 
give assurance to the consumer and protection to the ethical manu 
facturer? 

Dr. Grotnick. Yes; very definitely. 

Mr. Horan. But it is voluntary? 

Dr. Grotntcx. I believe it is. 

Mr. Horan. That is true. We have had some manufacturers w! 
have used that service and others that did not. 

The effect of further action in that field, or the possible effect of 
carrying out your suggestion under point 5, might make it manda- 
tory, probably would make it mandatory on all manufacturers to use 
the service. Do you think that that would be advisable? 

Dr. Grotnicx. Yes, sir. That is the point I care to bring out 
that fifth item. 
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Mr. Horan. That is the point I wanted to get your agreement on. 
Thank you. 

The Cuatrrman. There is a certain danger in that, is there not, Doc- 
tor—regimentation and regulation by such groups who are not di- 
rectly responsible to anyone? 

Dr. Grotnick. I do not think so. 

The CuHarrman. You don’t think so? 

Mr. Horan. I don’t either. If it is properly set up. 

The Cuarrman. If everything is properly done we would have little 
or no trouble. It is the possible abuse of these things. 

Mr. Horan. The witness and I both want it done right, I think. 

The Cuatmrman. I think everyone wants it done right, but there is 

the question of how are you going to control these things. You may 
get one man who would oper: ate the thing to the satisfaction of every- 
one, and then somebody else might just set himself up as a czar. 

We have to look at m: iny sides of this, Doctor. It is not an easy 
thing even to propose legislation, because there are many dangers. 

As I pointed out here yesterday, I believe, there is a possibility of 
an outside group coming in and charging us with cre: iting a monopoly. 

Mr. Horan. May I give a practical example of this? I come from 
the State of W ashington. You cannot ship an apple out of the State 
of Washington without the agreement of the Food and Drug Adminis- 
tration. We sell a lot of apples in the city of New York. And that 
should be assurance to the consumer. 

We do not feel that we are regimented, we feel that is part of our 
security, that we are able, by the way we operate out there, to give 
assurance to the consumer. And that is what your ethical manufac- 
turer wants. 

If this thing is set up properly, it does not necessarily mean regi- 
mentation, and it does not necessarily mean anybody is going to ‘be 
bearing down. 

But I personally—and I have had some experience in this field— 
not in cosmetics—and I know it has to exist. and Dr. Grolnick, I think, 
knows there is a need for something like this or he would not have 
made this suggestion. And whether we like it or not, we have either 
got to say it 1s not necessary or we ought to have it. That is the deci- 
sion in my opinion that we must make. 

The CHarrman. Off the record. 

(Discussion off the record.) 

Mr. Horan. Incidentally, Dr. Grolnick, your testimony was very 
good. We appreciate your appearance. 

Dr. Grotnick. Thank you. 

The CamrMAN. The next witness. 

Mr. Kierwreitp. Mr. Soroko. 

The Cuarrman. Your name and address? 

Mr. Soroko. Mark D. Soroko, 745 Fifth Avenue. 

The oath was administered by the chairman. ) 

The Cuarrman. Proceed. 


TESTIMONY OF MARK D. SOROKO, GENERAL SERVICE MANAGER, 
REVLON PRODUCTS CORP., NEW YORK CITY 
Mr. Kieinreitp. You are the general service manager for Revlon 
Products Corp.. Mr. Soroko? 
Mr. Soroxo. I am, sir 
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Mr. Kurinrecp. As general service manager, what are your duties? 

Mr. Soroko. Well, I assist the officers of the corporation and act 
us liaison between them and the departmental heads. 

Mr. Kiernrevp. Pursuant to the request of this committee, there is 
attached to your statement a list of the products manufactured and 
distributed by Revlon ? 

Mr. Soroxo. There is. 

Mr. Kueinre.p. Does that list include all the products Revlon makes 
or distributes ¢ 

Mr. Soroxo. That is right. 

Mr. Kuirinrexvp. And there is attached to your statement a list of 
the raw materials used in your products? 

Mr. Soroxo. That is right, sir. 

Mr. Kiernrevp. Is that a complete list of all the ingredients which 
are used by you 

Mr. Soroxo. To the best of my knowledge. 

Mr. Kuervrecp. Please read your statement. 

Mr. Soroxo. Revlon Products Corp. has been in the business of 
manufacturing and distributing cosmetics for 20 years. Our products 
and ingredients are listed in the appended tables [ and II, 

It is our policy to purchase raw materials only from the most reliable 
sources equipped to give the best control of purity and uniformity. 

Every shipment of raw material received is given a receiving num- 
ber and each package of each shipment is sampled and sent to the 
chemical] control laboratory, where it is tested and either accepted or 
rejected by chemists on the basis of specifications which we have set 
up. These specifications are USP or TGO or equivalent. The lab 
oratory keeps a file of the tests made on each shipment and retains a 
sample of each after the tests are completed. 

Each package of raw material is marked with the receiving num- 
ber when it arrives at the plant, but no package may be used in the 
plant until it has been released by the chemical control laboratory. 

In the manufacturing department, as each batch of a product is 
made, a manufacturing record is filled out which shows (@) the exact 
amounts of each ingredient, and (4) the analysis number of each 
ingredient. 

The completed batch of each product is checked by the laboratory 
and a sample of the finished batch is retained. 

We exert painstaking measures to ensure the production of good 
cosmetics. We use outstanding dematologists as consultants. Before 
marketing, both the raw materials and the finished products manu- 
factured by us are subjected to rigid tests. The products we distribute, 
but not manufactured by us, are subjected to equally stringent tests. 

Extensive patch testing is done under the direct supervision of 4 
competent dermatologist, in the case of each individual produce. If 
the results of this patch testing are satisfactory, actual-use tests are 
then conducted on a number of people, ranging from 400 to 600, over a 
period of 90 days, after which field tests are conducted. If all of these 
tests are satisf ictory, the product is then marketed. 

We feel quite confident that under our system of checks and tests, 
primary irritants never find their wav inte our products. However. 
hecanse no two human beings are entirely alike, there will alwavs be 
the isolated individual factor of allergy, which goes far bevond the 


scope ‘ f cosmert T Ss. 
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In answer to your request for our views or recommendations, we fee! 
generally that an impartial body of competent authorities could be 
design: ated to consider and pass upon all cosmetics, in the interests of 
the public health, under a pattern to be worked out. 

(The table submitted by Mr. Soroko listing the ingredients is in the 
files of the committee.) 

Mr. Soroxo. Mr. Chairman, I would like to add something which 
will take another brief minute or two by way of an addition to the 
last paragraph of my statement. 

The Cuarreman. Go right ahead. 

Mr. Soroko. May I have that permission 4 

The CuarrMan. Yes. 

Mr. Soroko. As the committee knows, and counsel, 1 have been an 
interested observer at these hearings, here in New York, since they 
commenced just week. l came prepared to stay for an hour or two, and 
my interest was so stimulated that | remaimed constantly throughout 
the entire hearings 

Phe purpose of this supplementary statement is to comment on cei 
tain aspects of the testimony already adduced, which from our ex 
perience require classifi ation. 

Our jirm has a sincere desire to assist this committee in its objective. 
which is to determine whether amendatory legislation to current cos 
metic regulations is necessary and if so what that should be. 

We have already indicated in our principal statement that for 
the full protection of the public health a monitor in the form of 
body such as, if not in fact, the committee on cosmetics of the Ame 
can Medical Association might be helpful. In this connection, ws 
should like to point out that the AMA committee on cosmetics would 
not constitute a group within an industry regulating the entire i 
dustry. This committee obviously is not a part of the cosmetic in 
dustry. We mention this point because of the fear previously ex 
pressed that this miierht be a dangerous precedent to establish 1th thie 
\merican business world. 

Another pomnt wv hich we feel needs clarification is the matter of 
fairness to the small firms in the cosmetic industry. Mr. Delaney. 
the chairman of this conunittee, has very pertinently expressed con 
cern about the possibility of legislating the small firm out of exist 
ence by imposing expensive product-testing requirements. It is very 
important to realize that the AMA committee on cosmetics makes 
absolutely no charge for the safe-use testing of cosmetic products 
submitted to it. Perhaps this is an area where education and enlight 
enment, which one of the prey ious withesses so earnestly championed, 
would be advantageous. 

Our firm. as I am sure all other enlightened firms in this industry. 
need have no fear of any new intelligent legislation. We feel that if 
mistakes are made in the legislative process, the very force of the 
error will require congressional correction. A historic example of 
this was in the social legislation of the National Labor Relations 
Act and the subsequent passage of the Taft-Hartley Act. 

To a very large extent, the decision of this committee as to whether 
further legislation is needed will be dependent upon the testimony 
of the medical specialists, especially in the field of dermatology. 1] 
confess that I have found the testimony of some of these eminent 
physicians just a little confusing. While I am no dermatologist, and 





1330 CHEMICALS IN FOODS AND COSMETICS 


hold no degrees in any of the sciences, my close acquaintanceship wit); 
some of the leading people in that field and the real practical proble.: 
presented in the marketing of our products, leads me to the concly 
sion that there are two basic and distinguishable aspects in the etiolog, 
of skin diseases. One is the primary irritant type, and the other ¢! 
allergenic type. 

It is quite obvious that no type of testing can guarantee a co: 
plete absence of allergenic symptoms arising from the use of cos- 
metics. The best that any tests known to medical authorities ca) 
do is to eliminate primary irritants and sensitizers, before marketing 
In this connection, it is interesting to observe that the Federal regu!» 
tory authorities have prohibited various cosmetic firms from adverts 
ing certain of their cosmetic products as being nonallergenic. 

I think it is important to emphasize something which practical], 
everyone knows. This is, that we are all allergic to something or other 
in the course of our lives. I am sure the percentage of people who 
cannot take orange juice is no smaller than the percentage of people 
who are allergic to any given cosmetic. 

We trust that this statement will be helpful to the committee. 

The Cuatrman. Now, since you qualify as an expert observer here 
and you have been here for 3 or 4 days—and I am leading with mj 
chin—what is your reaction on the manner in which these hearings 
have been conducted ? 

Mr. Soroxo. I think the committee has bent backward to try to 
help the cosmetic industry and the public. 

The Cuarrman. We appreciate that. And, as I say, I am bound 
by your answer because I called you as my witness. | Laughter. 

Mr. Horan just observed that many of them are allergic to regu 
lations. | Laughter. | 

I think that 1s so, too. 

Mr. Kleinfeld ¢ 

Mr. Kiernreip. Does the Revlon Co. submit its products to tly 
committee on cosmetics of the American Medical Association ? 

Mr. Soroko. We do. We have never had any of our products re 
fused approval. 

Mr. Kiervreip. Do you submit all your products ? 

Mr. Soroxo. All our products. 

Mr. Kiervretp. You do not have any technical training, do you’ 

Mr. Soroxo. No, sir. 

Mr. Kierrecp. You point out there is a difference, which I think 
the committee well realizes, between direct primary irritation or in- 
jury and allergic consequences. Is that right? 

Mr. Soroxo. That is correct. In isolated instances, those that ap- 
pear in isolated instances. 

Mr. Kuierrecp. But your company, in making the tests which it 
conduets and has conducted, tries to take both types of damage into 
consideration ¢ 

Mr. Soroxo. Definitely so. 

Mr. Kiervrecp. In other words, if your patch tests and your us 
tests show some reaction which you might denominate as being «! 
allergic reaction to a group of people which your doctor would think 
was a little large, you would not put the product out, would you! 

Mr. Sorokxo. Definitely not. 
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Mr. Kuermvreip. And why do you take all these precautions ? 

Mr. Soroxo. Well, we are quite jealous of our reputation. We 
have built this company up from its very beginning, which was 
nothing, and we feel we owe it to our public, to the consumers, to 
do the most that medical science has been able to advise us to do to 
prevent any unusual or any predictable injury or reaction. 

Mr. Kuiernreitp. Do you think the public is entitled to such pro- 
tection ¢ 

Mr. Soroxo. They certainly are. 

Mr. Kiernreip. Do you believe that your competitors should ob- 
serve the same general precautions? 

Mr. Soroxo. That is a leading question. 

Mr. Kiernrevp. Right. 

Mr. Soroxo. And I would like—I would say “Yes” if you will 
permit me to amplify it. 

Mr. Kiervretp. Surely. 

Mr. Soroxo. If no needless legislation will be necessary which may 
through extensive testing economically bar a small cosmetic manu- 
facturer or prevent a new cosmetic manufacturer from going into 
DuSsINess. 

Mr. Kiernrevp. Perhaps you did not understand my question. You 
said you perform these careful tests; is that correct! 

Mr. Soroxo. That is correct. 

Mr. Kiuernretp. And you said you perform them because you want 
the public to be protected. 

Mr. Soroxo. That is right, and want to.protect our interests. 

Mr. K.LEINFELD. Should not everybody do the same thing / 

Mr. Soroxo. They should. 

Mr. Kiervrevp. If they don’t there may be injuries caused, is that 

git ¢ 

Mr. Soroxo. That answers itself. That is right. 

Mr. Kuernreip. In fact, if some companies perform these tests— 
vhich are rather expensive, are they not ¢ 

Mr. Soroxo. Well, they are expensive, except that they could be 

ducted through a body or a group such as we have suggested, which 
would not be expensive. 

Now, there may be some objection to the committee on cosmetics 
f the American Medical Association or some other group like that, 

for that matter that objection should not be a serious one, because 

the Food and Drug law now it is mandatory for a manufacturer 

o produce products that are only approved by the pharmacopoeia, 
vhich is a similar group. 

Mr. Kuermreip. Then you think that some such device as you men- 

might well enable the smaller cosmetic manufacturer or dis- 
butor to make these tests ¢ 

Mr. Soroxo. Without injuring them. That is correct. 

Mr. Kiemvrecp. And without injuring the public ‘ 

Mr. Soroxo, That is correct. 

Mr. Kuernretp. That is all. 

The Cuarrman. Dr. Hedrick ¢ 

Dr. Heprick. No questions. 

Che CHarmman. Mr. Horan? 

Mr. Horan. Have you ever had any cases of people working in 

produc tion plants and being subjected to these materials in great 
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quantities, both in the air and by actual contact—have you had an) 
reaction there to your knowledge 

Mr. Soroxo. We had one particular ¢ ase of a girl who was high} 
sensitive to perfume, and we found when she went into the perfume 
de partment she had a dermatitis on the neck and hands. We move: 
her into the lipstick department and she was well again within a fey 
days. 

Mr. Horan. She was all right then / 

Mr. Soroxo. Yes. 

Mr. Horan. My reason for asking that question is because it 
one that should be asked and should be asked 1m all fields. 

I come from an area where we use a lot of pesticides and we an 
just as concerned as I know the cosmetic industry is that the pub! 
sae we are trying to meet these problems. We find people working 
in these plants where they mix pesticides, and quite often we hav 
Cases. 

Undoubtedly some publicity as to what happens to the people wh 
work with these cosmetics during the course of the manufacture ought 
to be made asa part of the hearings. That is the reason I asked yo 
this question, Mr. Soroko. 

You just had one? 

Mr. Soroxo. That is all in 20 years we know of. That does not 
mean if we would have had more employees the percentage or t! 
answer would be different. We have approximately 1,500. Now if w: 
had had 15,000 we might have had four, but the difference between 
reaction of the skin as a result of the primary irritant and that of a 
allergen is just that the reaction of an allergen disappears with t! 
removal of the offending agent, or sometimes that is a chemical re 
action of the individual person who at that particular time has a pe 
sonal idiosynerasy toward that something at that particular time. 

The CHatrman. Could you tell me how the AMA is supported 
financially ¢ 

Mr. Soroxo. I would have to give you this as the legal professio: 
calls hearsay—from what I have heard. 

The CHarmman. I mean if they are able to take a product and 
analyze it and give a report on it and there is no charge made for 
that—— 

Mr. Soroxo. That is correct. 

The CHarrmMan (continuing). I am interested in how they sustai 
themselves financially. 

Mr. Soroxo. The AMA until several years ago never charged their 
membership any dues, I understand, and their moneys were derive 
from various endowments that were given to them by doctors w! 
died and left money in their wills. But most of their current moneys | 
believe is from their convention. They have an annual conventio 
and they have exhibitors whose products are marketed to the doctors 
like pharmaceutical houses and equipment houses. 

The Cratrman. It comes from the trade, the principal source of 
support ¢ 

Mr. Seroxo. From the pharmaceuticals. I think it is a nonprofit 
organization as far as any individual is concerned. 

The Cratmman. Thank you. 

Mr. Krrrxrern. Is a representative of the Dorosy Sales Corp. here? 

Mrs. Herrmann. Yes. 
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The CHarrMAN. Your name and address ¢ 

Mrs. Herrmann. Dorothy Herrmann, 489 Fifth Avenue, New York 
City. 

(The oath was administered by the chairman. ) 

The CHamrMAN. You may proceed. 


TESTIMONY OF MRS. DOROTHY HERRMANN, REPRESENTING 
DOROSY SALES CORP., NEW YORK CITY 


Mr. KLEINFELD. What is your connection with the Dorosy Sales 
Corp. ¢ 

Mrs. Herrmann. I formerly was the owner of the Dorosy, Inc., 
now operating as Dorosy Sales Corp. I was the manufacturer and 
listributor of one pro luct known commercially is Kix Kinks. This 

roduct is used for straightening hair. It is sold only for professional 

se in beauty salons and not at retail for general public consumption. 

Do vou wish me to read further ¢ 

Mr. Kiueinretp. You might as well. 

Mrs. Herrmann. The ingredients contained im the product are as 
follows: 

(The list of ingredients isinthe files of the committee. ) 

Mrs. Herrmann. The labels for the product have a notation in bold 
type directing the user to follow an instruction sheet. which accom- 
panies each jar of Kix Kinks. These instruction sheets itemize de 
riled steps to follow in apply ing the preparation. 


We have found that this preparation, when applied to the skin, is 
in irritant Tests were conducted to lind ail acequate covering to 
protect the scalp while the preparation is being applied to the hair. 
rhese tests showed that an eflicient covering is petroleum jelly, com 
mo! I known as Vaseihe., The instruction sheet specifies the use 
of vaseline as a protective covering, ana specifies the use of rubber 
gloves by the operator. When the preduct is applied with these 


Simpie precaul hols, Wwe have found if to be harmless. 
Our tests have also shown that the preparation is detrimental to 
eached or dived hair, and for that reason the instruction sheet pro 
ibits use on hair which has had such treatment. Our tests have shown 
further that the product might cause breakage if applied to the hair 
of people of the Negro race. Kix Kinks has never been marketed 
that seement of the cosmetic market, and the instruction sheet 
Spec fie ally prohibits its use on the har of Negroes. 

Che instructions emphasize the fact that the preparation is not be 
n contact with the scalp or skin at any time. Asa further precaution, 
ie instructions specify that a test be made on a curl of the hair 
vhich is to be treated to observe the reaction before treatment 1s 
indertaken. 

Che formula for this product is on file with the Pure Food and 
Drug Administration and periodic checks have been made by that 
vency during the last few years. Our preparation is fully covered 
y products liability insurance and our experience has shown that 
e number of claims is negligible. 

The CHarman. Mr. Kleinfeld. 

Mr. Kirinrevp. You say in your statement that you make only one 
roduct known as Kix Kinks? 

Mrs. Herrmann. Right. 
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Mr. Kternrevp. You don’t make a reconditioning cream ? 

Mrs. Herrmann. No. 

Mr. Kiernreip. Did you ever? 

Mrs. Herrmann. A reconditioning cream ? 

Mr. Kieryrevp. Yes. ’ 

Mrs. Herrmann. Yes, some years ago we made a reconditioning 
cream. 

Mr. KieryreLp. Now you only make this one product. 

Mrs. Herrmann. That is right. It was not marketed under this 
corporation, though. 

Mr. Kuernrevp. I see. You say that tests were conducted to find 
an adequate covering to protect the scalp when your preparation was 
being applied to the hair. You say also that your tests have shown 
that the preparation is detrimental to bleached or dyed hair and to 
the hair of Negroes. 

How long has this product been on the market ? 

Mrs. HERRMANN. Fifteen years. 

Mr. Kierreip. Who conducted these tests for you ¢ 

Mrs. Herrmann. We conducted them through schools, through 
beauty salons, through models, through individuals. 

Mr. Kuerrew. Did you have the tests performed by dermato!- 
ogists ¢ 

Mrs. Herrmann. We also had a dermatologist. 

Mr. Kuieryrevp. What was his name? 

Mrs. HerrMann. A very famous dermatologist in Chicago, who is 
a Negro. 

Mr. Kiernretp. What is his name? 

Mrs. Herrmann. I can’t remember. He is a very famous man. 

Mr. Kiernretp. Would you mind furnishing it to the committee ‘ 

Mrs. Herrmann. I can find out, yes. 

Mr. Kuernrevp. Your firm has been in legal difficulties with the 
Food and Drug Administration in the past, has it not ¢ 

Mrs. Herrmann. Not to my knowledge, no. 

Mr. Kie1nrevp. Were you with the company in 1942? 

Mrs. Herrmann. Yes, I was. 

Mr. Kuiernrexp. Isn't it a fact that a shipment of your product was 
seized by the Government on the ground that it contained a poisonous 
substance, namely, sodium hydroxide ? 

Mrs. Herrmann. I see. Of course, it contains that. But they 
seized the shipment because that particular shipment was supposed 
to have had more than the 5 percent. It was corrected, and I think 
after that it approved all the tests and has ever since. 

Mr. Kuernrevp. And wasn't a criminal action also brought against 
your company based on shipments to Illinois, Ohio, and other States 
on the ground that your article was adulterated in that it contained 
a poisonous or deleterious substance, sodium hydroxide, which re) 
dlered the product injurious to users ¢ 

Mrs. Herrmann. I think that is the same of which I speak. 

Mr. Kiernreip. And a plea of guilty was entered in that case‘ 

Mrs. Herrmann. Yes. 

Mr. Kiernrevp. You say that your instructions point out that ther 
must be a covering of petroleum jelly or vaseline? 

Mrs. Herrmann. That is right. 
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Mr. Kuernreitp. And those instructions are given to the operators 
of the beauty salon; is that right? 

Mrs. Herrmann. Correct. 

Mr. Kuervrevp. If that precaution is not taken, and if it is not a 
sufficient covering of petroleum jelly, there may well be some serious 
jury; isn’t that correct ? 

‘Mrs. Herrmann. There might. 

Mr. Kuernrevp. So that it is very important that the beauty-shop 
operator observe the very specific precautions which you indicate 
should be followed ¢ 

Mrs. Herrmann. I would say so 

Mr. Kuernrevp. Do you change y your formula from time to time? 

Mrs. Herrmann. The formula for our product ¢ 

Mr. Kuernrerp. Yes. 

Mrs. Herrmann. The formula has been perfected. The formula 
was perfected after 1942. 

Mr. Kuervrevp. It was perfected after these two legal actions of 
which we spoke ¢ 

Mrs. Herrmann. That is right. 

Mr. Kuernretp. And since that time you have not changed your 
formula ¢ 

Mrs. Herrmann. We have had no difficulty. 

Mr. Kiervretp. How many complaints per year would you say you 
recelve ? 

Mrs. Herrmann. Very few. They are negligible. 

Mr. Kiernrevp. About how many? 

Mrs. Herrmann. I have no way of knowing. They are given into 
the hands of our attorney, but they are very small. 

Mr. Kiervrecp. What types of complaints are they ? 

Mrs. Herrmann. Where the operators refuse to read directions. 
Carelessness of applications, primarily. 

Mr. Kiernretp. And what happens to the person upon whose hair 
the product is to be applied when these beauty operators do not follow 
directions ¢ 

Mrs. Herrmann. Some have a slight irritation, which usually dis- 
appears. Others make use of the complaint, as they do in other cos- 
metics, where they try to be reimbursed for their inconvenience. 

Mr. Kuernretp. Do your directions also state that the product 
should not be applied to the head where there is any broken or irri- 
tated skin ¢ 

Mrs. Herrmann. In more than one section of the sheet, as well as 

label of the product. 

Mr. Kiervrerp. And have these injuries been due to the fact that 
the product has been applied in situations where there has been some 
broken or irritated skin ¢ 

Mrs. Herrmann. Where there has been broken ? 

Mr. Kuetnrevp. Broken or irritated skin. 

Mrs. Herrmann. Yes. 

Mr. Kueryrevp. And the complaints have recited to you that they 

ul some irritation on the scalp? Is that the ordinary complaint? 

Mrs. Herrmann. In some cases, yes. 

“7 KiernreLp. And what other complaints have vou received ¢ 

s. Herrmann. Well, where the operator applied it to a dyed head 
ev had some breakage. 
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Mr. Kiernretp. Some loss of hair? 

Mrs. Herrmann. Yes. But the hair grows back again. It is only 
a temporary discomfort. 

Mr. Kuetyrexp. That is all. 

The Caarrman. Dr. Hedrick ¢ 

Dr. Heprick. Where is your plant located? 

Mrs. Herrmann. 220 West Forty-second Street. 

Dr. Hepricx. Here in New York City? 

Mrs. Herrmann. That is right. 

Dr. Heprick. How many employees do you have? 

Mrs. Herrmann. We employ a chemist who makes and manu- 
factures the product; that is manufactured by him. 

Dr. Heprick. What school did this chemist graduate from? 

Mrs. Herrmann. I don’t know, but I think Johns Hopkins. 

Dr. Heprick. Do you know the degrees he has? 

Mrs. Herrmann. Yes, he has various—I can find them for you and 
give them to you. 

Dr. Heprick. How long have you been making this product? 

Mrs. Herrmann. How long? 

Dr. Hepricx. Yes. 

Mrs. Herrmann. This particular chemist has made the product, 
let’s see, about 10 years. 

Dr. Heprick. Do you carry insurance to protect you ‘ 

Mrs. Herrmann. Yes, we have full coverage product liability. 

Dr. Heprick. How many times has your company had to pay money 
in order to clear up suits against vour company 4 

Mrs. Herrmann. Not very many. 

Dr. Heprick. About how many ‘ 

Mrs. Herrmann. I don't know. They have a record. 

Dr. Hepricx. Has it been more than one time? 

Mrs. Herrmann. I don’t know. 

Dr. Heprick. Your insurance company would know / 

Mrs. Herrmann. Yes, it would. 

Dr. Heprick. What effect does this have on the hair? Does it create 
a blister formation on the scalp if not used properly ¢ 

Mrs. Herrmann. Yes, a slight tingling. I have kinky hair myself, 
so I think I can adequately answer that. My hair has been straight- 
ened. 

Dr. Hepricx. Is your hair kinky now as a result of the use of this 
preparation ¢ 

Mrs. HerrMany. Is it kinky asa result of the use of it ? 

Dr. Heprick. Yes. 

Mrs. Herrmann. I hope not. I hope it is straight as a result of the 
use of it. 

Dr. Heprick. How many employees do you say you have in the 
plant besides the chemist ¢ 

Mr. Herrmann. Well, the sales force. 

Dr. Heprick. How many does that consist of ? 

Mrs. Herrmann. Pardon? 

Dr. Heprick. How many in your sales force? 

Mrs. Herrmann. I don't know. It is a new corporation called 
Dorosy Sales. I don’t know how many they employ. 

Dr. Heprick. That is all, Mr. Chairman. 

The Cuairrman. Mr. Horan. 
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Mr. Horan. Is Dorosy, Ine... one company ¢ 

Mrs. Herrmann. That was: yes. 

Vr. Horan. Is it now dissolved ? 

Mrs. Herrmann. That is right. 

Mr. Horan. And you both manufacture and distribute under the 
m name of Dorosy Sales Cor p.; is that correct ? 

Mrs. Heremann. They co. 

Mr. Horan. They are not two separate institutions ? 

\irs. Herrmann. One is a dissolved one, the other one is an active 


Mr. Horan. That is all, Mr. Chairman. 

The Cuoamman. That is all. Thank you. 

We will recess until 2 o'clock. 

Whereupon, at 12:50 p. m., the committee adjourned, to reconvene 
p. m., this same day. 


\FTERNOON SESSION 


Che committe reconvened at 2 p. m.) 

Che CuatrrMan. The committee will come to order. 

Mr. Kueimnrevp. Is Dr. Mayer here‘ 

Dr. Maver. Yes, sir. 

The Cuamman. Your name and address, please ? 

yy. Mayer. R. L. Mayer, 52 Mountain Avenue, Summit, N. J. 
The oath was administered by the chairman. ) 

The CuarrmMan. You may proceed, 


TESTIMONY OF R. L. MAYER, M. D., SUMMIT, N. J. 


Mr. Kuernrecp. Dr. Mayer, from what university did you obtain 
r degree of doctoi of medicine ? , 
Dr. Mayer. I reiburg. 
Mr. Kixinrecp. Germany ¢ 
Dr. Mayer. Yes. 
Mr. Kurinrecp. What year? 
Dr. Mayer. In 1920 
Mr. Kiemnreitp. Did you then practice medicine? 
Mayer. No; I never did practice medicine. I was a research 
rr. 
Mr. Kuetnrevp. And you studied chemistry ? 
Dr. Mayer. I did. 
Mr. Kuervreirp. Where ? 
Dr. Mayer. Freiburg and Berlin. 
Mr. Kuerinrevp. And then what did you do? 
Dr. Mayer. I was head of the laboratories in a university clinic in 
lau for 8 years. 
Mr. Kreryretp. What university ? 
Dr. Mayer. The University of Breslau. 
Mr. Kiervrenp. Proceed. 
Dr. Mayer. Then I went back to France—I was born in France— 
i was head of the microbiology department of the Rhone-Poulene, 
hemical concern in Paris for 10 years. 
Mr, Kierreip. What is your present position, sir? 
Dr. MAYER, Iam chief mic robiologist in the research de ‘partment of 
C IBA Pharmaceutics al Products Inc., in Summit, N. J. 


6568—52—pt. 3 
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Mr. Kuieinrecp. How long have you been chief microbiologist of 
that company ¢ 

Dr. Mayer. Since February 1943. 

Mr. Kieinreip. And what generally do your duties consist of ? 

Dr. Mayer. I am head of a division in which new pharmaceuti: 
products are being studied. 

Mr. Kueinrecp. What types of products does CIBA manufacture? 

Dr. Mayer. Two kinds: One, hormones, of very considerable sig 
nificance: I was responsible for pyribenzamine which we are mai 
facturing, and we manufacture a great variety of other pharmaceutical] 
products. 

Mr. Kieinrecp. These products are drugs / 

Dr. M AYER. They are used by sick people. 

Mr. Kuernreip. Will you please read your statement. Doctor? 

Dr. Mayer. The two possible health problems created by the absor 1) 
tion of the dves which are currently being used for coloring foods, 
cosmetics, and drugs deal with allergic sensitization and cancer. | 
aiscussing these two points it is necessary to consider these problen s 
as aspects ofa still broader field since incriminated food dyes are ne 
the only substances to produce such effects: they belong to a great 
and important group of substances, all having similar chemical and 

ivsiological properties. 

Allergic sensitization: A great number of synthetic chemical coi 
ounds are capable of producing allergic sensitizations. Of parti: 
larly strong sensitizing power are the aromatic amines, a group of 
products derived from coal tar Many substances of this group have 
been know for a long time as causing many occupational and no 
pAaAtIO! il allergies. Many food dves, cosme4»#Lic dyes, ana dves 

nthe pl armaceutical industry, belong to this group. 
lati amines occupy a very predominant place as a ilise 
al d other pathological conditions because they are used 
re quantities ar d are hemically verv reactive. It is well known 
ATL substan es of high chemical act iv ity are also very powertl 
sons and strong sensitizers. 

The most reactive members of this group and consequently the most 
powerful poisons and allergens are aniline, paraaminophenol, par 
phenvlenediamine, certain nitro compounds, certain aromatic med 

taining amino groups, and certain azo dyes, the latter group 
gmany food and similar dves. 
substances of similar chemi al co tigurat on form we 
ed allergenic groups. Since their chemical reactions ar 
and one substance can replace another as an allergenic poiso 
ire, so to speak, interchangeable as allergens. An allergy fo 
nce est iblished by and against one aromatic amine often extenas 
the very outset to many others, sometimes to the whole group of 
relatives. We speak here of group allergy and group hy pel 
s. A woman, for instance, who had dyed her hair wit! 
ntaining paraphenylenediamine, and was sensitized by 
t strongly with a dermatitis to further application 
well as to he furs dy ed with the same substance. Uv 
Vienediamine she proves extremely sensitive. 
by patch test with related chemicals, she also has becom: 
many other aromatic amines as well as to objects treated 


Tr 
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parapheny 
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with them, such as aniline. aminophenol, AZO dyes, including certain 


food clyes. 

Phe question, of course, arises as to why such food dyes have been 
released and their use permitted. All dyes destined for use as food 
colors have been submitted to classical toxicity tests intended to prove 
that they are nonporsonous, and secondly to a sensitization test to 

‘ that they do not produce sensitization. 

\ll dves regularly used as food ives, including those belonging to 

the group of aromatic amines, have passed this test because they prove 
to be nontoxic mn high concentrations, and failed to produce SeHsSItiza 
tions. 
I have been able to show in experimental sensitizations that certain 
t the food ives which are unable to produce sensitizations in non 
allergic individuals are heve rtheless able to eleit strong reactions mn 
sensitized individuals. 

\ person, such as a woman we just cited as an example has be 
come strongly sensitized to a paraphenylenediamine after the use of 
this substance as a hair dye. In many instances such persons have be 
ome, as a consequence, automatically sensitive to certain food dyes 
belonging to the same chemical group ast he hair lye. These food dives 
ire able to excite the previously acquired sensitization to parapheny 
leneciamtine. Such food ives ure therefore allerat elicitors, i! 
though they are not allergic sensitizers: they are incapable of pro 
ducing a new allergy in a nonallergic individual but they are able 
to bring about a flare up of an existing allergy. 

I principle, these results obtained in experimental animals have 
been verified in humans and I personally believe that certain indi- 
viduals who are Spe fieally ana strongly sensitized to certain aro 
matic amines do not tolerate certain azo dves as food colors or in 
cosmetics. 

Carcinogenesis: A much more serious attack ag@ainst the use of azo 
aves int foods has come from cancerologtsts. Intestinal cancel has 
increased throughout the world and the question has been lise ussed bv 
authoritative scientists, especially in Europe, as to whether the very 
heavy constant absorption of certain food ives Is hot respol sible for 
this increase in intestinal cancer. ‘These discussions were prompted 
by the experimentally proven fact that certain of the food dyes, just 
dist issed aus allergens, are capable of producing occupational cancer 

humans and experimental cancer in animals. 

It has been known fo. over 50 years that chemical workers, who are 
n steady contact with certain aromatic amines or azo aves, suffer a 
h higher percentage of cancer of the bladder than any other group. 
Animal experiments have proven that certain aromatic amines and 
ZO ves, especially butter vellow . are capable of producing pre anecer 
nd cancer In various animals. 

ft spite of these clini al and experimental obser tions, we do not 


Tr 
ritit 


have any direct and strict proof that azo dyes used in foods are re- 
sponsible for the increased cancer incidence in man. However. the 
problem urgently requires our attention. 

Conclusion: There are strong indications that some azo dves now 
Col monly used as food dyes, and for the coloring of cosinet (‘s and 
drugs, may elicit and entertain certain allergic manifestations. It has 
also been claimed that certain food dyes are responsible for the in 
creased incidence of intest inal cancer, 
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The Cuatrman. Mr. Kleinfeld. 

Mr. Kierrevp. Doctor, these dyes which you speak of, do you know 
whether any of them are presently in use in foods or cosmetics ? 

Dr. Mayer. Yes, they are dyes which are able to produce elicitation 
of a present allergy and which are permitted to be used for dyeing 
foods and cosmetics. Some of those dyes are, for instance, food, drug, 
and cosmetic dye yellow No. 3, or yellow No. 6, or orange No. 2. 

Mr. Kuieryreip. Do you know, Dr. Mayer, whether certain of these 
azo dyes have recently been prohibited for food use in Germany / 

Dr. Mayer. I happen to have here a paper on a study of certain 
dyes, a paper published in 1949 in Glasgow, in which a Mr. A. H. 
Emearden has shown that one of the substances permitted as food dyes 
produced cancer, and this dye was promptly prohibited for use as a 
food dye. 

Mr. Kuetnreip. Where was this? 

Dr. Mayer. In England, at the Royal Cancer Hospital in Glasgow, 
Scotland. This is one of those incidents to which you were referring. 

Mr. Kiernreip. Was this published, Doctor ¢ 

Dr. Mayer. Yes, this was published in the Glasgow Medical Jour- 
nal in October of 1949. And there is also another very extensive paper 
on the same subject. 

I personally believe that the question of allergy and sensitization 
and skin eruption is a very secondary affair and the number of possible 
dermatitis and diseases produced by these allergies is very small and 
unimportant acm to many other possibilities. 

However, the problem of cancer is a very serious one. It has been 
discussed recently and very extensively by Professor Bauer in Swit 
zerland and by a Dr. Reding, in Brussels who published a paper in 
the Acta de ? Union Internationale-Contre le Cancer. 

Mr. Kuerretp. Then the problem which concerns you is the pos- 
sible carcinogenic effect of some of these dyes? 

Dr. Mayer. I was interested personally in this problem in the very 
beginning only from a dermatological point of view, and then I ap 
proached this problem from a biochemical, more theoretical angle 
trying to find the chemical reason for the ability of these substances 
to produce skin diseases and cancer. 

I published a great number of papers on this problem. I feel that 
although there are no proofs that food dyes may be responsible for 
cancer, the suggestive possibility is very great. 

Mr. Kiemrevp. Very great / 

Dr. Maver. Yes. 

Mr. Kieinretp. Then what do you recommend, Doctor—that » 
greater and more intensive research be done ? 

Dr. Mayer. I think so; yes. I do not think that it is possible today 
to prohibit all these food dyes. There is not enough definite evidence 
for such a step. 

It is known that dyes which are more dangerous than others are 
prohibited and others are being withdrawn as soon as it has been 
proven that they are dangerous. But to prohibit the use of all dyes 
without knowing that they do produce cancer would be a very drastic 
move. And, naturally, I don’t think that this would be feasible. 

Mr. Kuernrerp. Are there substitutions ? 

Dr. Mayer. Many vegetable dyes, and they are probably much less 
dangerous. On the other hand, it would be quite interesting to revise 
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one day the whole list of products actually used as food dyes. There 
are NOW SO many new dyes being synthesized which may be different 
from the azo dyes, that it would be interesting to test these. 

Mr. Kuernrevp. As I gather your point, Doctor, you feel that we 
don’t know definitely now that some of these dyes which are currently 
in use are carcinogenic, but that you have your suspicions of them ? 

Dr. Mayer. It is known from many dyes. I do not know exactly 
from how many. It is very hard to find out how many dyes and 
which dyes are used as food dyes in the world. But in Dr. Reding’s 
paper there is a very excellent list of all these substances and their 
rT <sible carcinogenic activities, their use as dyes; of course, they are 
used mostly in Europe. 

Mr. Kuernreitp. What is the name of that paper and where did it 
ippear, Doctor / 

Dr. Mayer. It appeared in Brussels in the Acta Union Interna 
tional against cancer. 

Mr. Kuetnrevp. That is all. 

The Cuatrman. Dr. Hedrick? 

Dr. Heprick. No questions. 

The CuarrmMan. Mr. Horan. 

Mr. Horan. I am very interested, Doctor, in what you have said. 
One of our witnesses yesterday from a very reputable firm, I might 
add. gave us as one of his recommendations for our consideration that 
consideration should be given to more freedom and liberation in the 
use of colorings in cosmetics. I suppose he meant lipstick and nail 
covering or wherever coloring is used in cosmetics. Now what is your 
reaction to that ? 

Dr. Mayer. I am personally convinced that many food dyes are 
absolutely harmless, and it is in the interest of all manufacturers 
to use only products which are completely innocuous. Otherwise 
they would lose money. 

Mr. Horan. The witness that asked for this consideration was a 
very responsible individual. 

Dr. Mayer. I think it is in their own interest not to use any sub- 
stances which may be dangerous. On the other hand, it never will be 
possible to prevent all dangers or irritations. There do not exist 
any products in the world which would be 100 percent safe. 

Mr. Horan. As the chairman has indicated then, we are getting 
right back, as we always do, to the establishment of a research group 
or a group that can arrive at a certain socially safe judgment that we 
can depend on. 

Dr. Mayer. That is right. 

Mr. Horan, Isn’t that what we get back to all the time ? 

Dr. Mayer. I think so. 

Mr. Horan. Yes. He was from Coty’s, which is a very reputable 
firm, and we were impressed with his testimony. I bring this out be- 
cause this is part of the record. He says, “We believe, however, that 
the regulations governing the certification of colors are too strict.” 

\nd of course that implies dyes or some other ingredient that will 
give colors to cosmetics. 

Dr. Mayer. I do not agree with this view. Among 900,000 re- 
sponsible persons there may be only one who is not responsible and may 
ntroduce a dangerous color. and this one person out of 900,000 may 
be responsible for a rather terrible danger for the entire population. 
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Mr. Horan. Of course that is true. If it wasn’t for 10 percent of 
our population we would not have to have any government possibly, 

Dr. Mayer. That is right. 

Mr. Horan. But we get back to the fact of what sort of an institut i: 
should we set up to pass on these things that trouble you and trouble 
all of us. 

Dr. Mayer. I don’t believe that the man who gave you this te- 
mony is absolutely correct. We should not release any chemical med. 
uct or give any liberty to a cosmetic firm to use whatever lye it may 
want to use, because this could be very dangerous. 

I think it is necessary to set up a testing and selecting committee 
which bases its views and its proposition on experimental data a com- 
mittee of research workers who have suflicient experience in this field. 

Mr. Horan. This man apparently knew what he was doing. He 
was close to the manufacturing of these products, and the reputation of 
this particular firm is good enough so | know he feels his responsibility. 
And apparently there are regulations which he says are too strict in 
his opinion. 

Dr. Mayer. I do not know of them, so I could not say 

Mr. Horan. I don’t either. 

Apparently, regarding colorings in cosmetics, regulations exist 
which some of the reputable and time-tested companies that have 
been putting out cosmetics for years think are too strict. Now you 
come along with testimony here which is very interesting and obvi- 
ously sincere, but you raise the question of dyes, which, of course, 
brings up the whole subject of coloring. 

I want it made very clear that these regulations are not something 
passed by Congress, they are implementations of the intent of Con- 
vress after we have passed the statute and turned it over to the admi: 
istrators, who have then put the intent of Congress into effect in ar 
active way, and that is where the regulations come from. 

Now, regarding dyestuffs, the regulations, according to one repu- 
table witness, are too strict already ; that is, dyestuffs used in cos- 
metics, 

Dr. Mayer. I don’t think the regulations are too strict, because thie 
dye regulations are very similar to those governing the application 
and the sale of drugs. The Food and Drug Administration has set 
up very strict regulations for the introduction of all new drugs. No 
body is permitted to introduce and sell a new drug without having 
it tested very thoroughly for possible dangers and for tolerance. 

I know from my own experience in our firm that it is sometimes 
very difficult to comply with all those regulations and problems, but | 
feel that they are necessary, because there are always some people wl 
just would not use good sense, 

Mr. Horan. I appreciate your response. I want to ask one mor 
question. 

What agency do you think the people of America would accept as 
an agency to con idue t those expe riments, and having once conducted 
them fully and completed the research, to find out whether or not 
these allegations were so or not. what agency do vou think the publi 
would accept / 

Dr. Mayer. I think the Food and Drug Administration which 
already exists. 
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Mr. Horan. May I ask you one question based on that’ Are they 
not the enforcing agency ¢ 

Dr. Mayer. Yes; they are. 

Mr. Horan. Should a policeman write your statutes by which you 
govern the city, or should it not be some other body, a council perhaps ¢ 
Dr. Mayer. I do not think that they are only enforcing agents. 

Mr. Horan. Well, they are. 

Dr. Mayer. They are enforcing but their enforcement is based upon 
research and advice from many sources, 

Mr. Horan. Well, I will ask it another way. 

This is the crux of the whole thing so far as I am concerned. Do 
you think that one body in our society should be the policeman, the 
prose utor, and judge all in one 

Dr. Mayer. I do not think so. 

Mr. Horan. Then you would have to correct your answer to me, 
because the enforcing agency is the Food and Drug Administration. 
And they have done a beautiful job and I am for them. But the 
tolerances and the standards that they enforce I think ought to come 
from another body. It is part of the nature of our Government of 
checks and balances. 

Dr. Mayer. I think it would be very useful to set up an independ 
ent committee or research body to study this problem. On the other 
hand I know that this problem of the carcinogenic properties of food 
dyes is studied all over the country. It is not necessary to establish 
a new committee, but it would be useful to unite and bring all these 
different resear hers together. 

Mr. Horan. We had a Dr. Grolnick this morning that suggested 
the bringing together of the Food and Drug Administration, the 
American Medical Society's committee on cosmetics, and the Public 
Health Service. 

Dr. Mayer. Yes. 

Mr. Horan. | believe lhe also sugvested one othe body. He wanted 
them to get together and find out if we couldn't. out of what exists 
ilready, construct something that could evaluate the problem and 
arrive at standards, which In turn could be enforced hy the Food 
ma Drug Admiunisti ition. l think it would he a service to the Food 
ind Drug Administration, because we put them under a tremendous 
strain today when we asked them to enforce regulations where they 
do not have established standards by which to enforce them. That is 
our danger. 

Dr. Mayer. The great difliculty is the fact that commercial inter 
ests are involved, and very heavily involved, which will always bring 
pressure upon acceptance rather than on refusal. 

Mr. Horan. Then isn’t that all the more reason for having an 

ised body to arrive at standards ? 

Dr. Mayer. Yes. 

Mr. Horan. Thank you. 

Che Cuarrman. Mr. Kleinfeld has another question. 

Mr. Kiernrevp. Dr. Mayer, in your experience in your field of 

ti ty, have you come rnto contact with the administration of the 
ew drug section of the law ¢ 

Dr. Mayer. Yes. 

Mr. Kievyrerp. In your opinion has it worked out all right? 
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Dr. Mayer. The new drug section as far as it is applied by the Fo. 
and Drug Administration ¢ 

Mr. Kuernrerp. That is right. 

Dr. Mayer. Our firm regularly makes application to the Food ay 
Drug Administration for the passing of new products or new ind: 
cations of products, and I do not think that we have had any ditt 
culties so far. All objections and recommendations I saw made froin 
the Food and Drug Administration were justified. 

Mr. Kuernvreitp. Doctor, I have here a book entitled “Histor 
Meeting To Commemorate Fortieth Anniversary of Original Federa| 
Food and Drug Act,” put out by the Commerce Clearing House }; 
1946. One article is entitled “Its Basic Value to Cosmetic Industry.” 
by H. Gregory Thomas, vice president of Bourjois. And in part 
here is what he says: 

International law has failed through lack of sanctions. Domestic laws can 
also fail when sanctions are applied ruthlessly or loosely; both will ultimatety 
destroy the law itself. It should always be a pride to our Government, an 
to the Food and Drug Administration, that its field officers, its inspectors, ha 
mirrored the high purpose and integrity of their Washington superiors, « 
have so often led manufacturers through the technicalities of the law and its 
regulations to full compliance, in the interest of the consumer and the improve 
ment of the product. 

We inaugurated an era of mutual confidence and mutual help. I stand here 
today to say, on behalf of the cosmetic industry, that we are not only satisfied 
but grateful for the way in which our problems have been met and solved. 

That appears to indicate that, as far as this gentleman is concerned, 
representing and speaking for the cosmetic industry, that industry 
was satisfied with the way the Food and Drug Administration was 
administering the law; is that correct ? 

Dr. Mayer. I think so; and I think the same applies to the drug 
industry. 

Mr. Kvernrexp. I have no further questions. 

The Cuatrman. Thank you, Doctor. 

Mr. Kuernrevp. Dr. Giles. 

The CHamman. Your name and address, Doctor. 

Mr. Gites. I. V. Giles, Primrose House, 420 Lexington Avenue, 
New York, N. Y. 


(The oath was administered by the chairman. ) 


TESTIMONY OF I. V. GILES, CHIEF CHEMIST, REPRESENTING 
PRIMROSE HOUSE, INC., NEW YORK CITY, AND THE BARBASOL 
CO., INDIANAPOLIS, IND. 


Mr. Kuieryretp. Dr. Giles, you are chief chemist for the Barbasol 
Co. 

Mr. Gites. Yes, sir. 

Mr. Kieryrecp, And what is the relationship between the Barbasol 
Co. and Primrose House, Inc. ? 

Mr. Gites. Barbasol Co. controls Primrose House and manufac- 
tures most of its products, manufactures and sells most of its products. 

Mr. Ktiernrevp. Pardon me. Would you mind speaking louder! 
I do not think the committee can hear you. Would you mind repeat- 
ing that? 

Mr. Gites. Barbasol Co. controls Primrose House, Inc., and manu 
factures and sells most of the items that are handled in the Primrose 
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House line. We sell all of them. My statement will show the ones 
we do not manufacture. 

Mr. Kuernreip. Will you please read your statement ? 

Mr. Gutxs. I have a little bit of bronchitis, and I hope you will 
forgive my voice. 

Part I: We manufacture and/or distribute some 38 items in our 
Primrose House line. These can be classified as creams, lotions, per- 
fumes and toilet waters, face powders, and make-up items. 

(A list of the items is in the committee’s files.) 

There are five additional items which we do not manufacture. They 
are lipsticks, chiffon touch-up, dry rouge, cream rouge, and mascara. 
All of these are purchased from: Kolmar Laboratories, either from 
their Milwaukee, Wis., or Port Jervis, N. Y. plants. This is a repu- 
table house which is a leading manufacturer of these types of products 
for the entire cosmetic industry. 

The names of ingredients used are on file with the committee.) 
We do not feel that it is desired by this committee that we reveal 

ublicly what some of our emulsifiers and other raw materials are. 
his in our opinion is a trade secret. We can assure the committee 
that these products are commonly used in the industry, their safety 
s assured bs reputable manufacturers, and that use tests to prove 
their safety have been made before introducing the products in inter- 
stute commerce. 

Part Il: This section relates to the raw materials used, control in 

nufacture, use tests of products containing new ingredients, and 

» forth, 

\ll Primrose House products, except a few as indicated in part I, 
re manufactured for Primrose House by the Barbasol Co., which con- 
ols and operates Primrose House, Ine. 

When the ingredients in our formulation are listed in the United 

States Pharmacopaeia and National Formulary, or are included in 

specifications of the Toilet Goods Association we purchase by and 
ipply these standards. If the ingredients are not included in one of 
the above we purchase on specifications from reputable manufacturers. 
\ll of our ingredients are, to my knowledge, safe to use in cosmetics 

d are used by the industry. 

\s a routine matter all raw materials are tested, by a graduate 
emist, to determine whether they conform with United States Phar 
wcopaeia, National Formulary, TGA, or the manufacturer’s stand- 

iras, 

The processing of ingredients to finished products is under the 

ipervision of a chemist or chemical engineer, according to directions 
ind formulas supplied by the laboratory office. The fimshed products 

re tested for physical and stability properties before being shipped. 

\ll new products or produc ts containing new ingredients are given 

- tests. A group of as lovees and others are used for these tests, 
[n cases where we think it advisable, we use the patch-test method 

f evaluating the suitability of an ingredient or ie The patch 
test we use is essentially that described by Drs. Guy Lane and 
Irvin H. Blank of the Department of Dermatology ot Harvard Medi- 

il Se es and the Massachusetts General Hospital, and pub plished 

» American Perfumer, April 1948, page 357. 

P, imrose House has carried product hability insurance for many 

rs. At present the insurance is carried by the United States 
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Casualty Co., New York City. We have never had any complaints 
from the insurance company which considers our safeguards adequate. 

Our manufacturing and laboratory facilities have been inspected by 
several agencies of the United States Government, including the 
Medical Procurement Agency, Chemical Procurement, and Veterans’ 
Administration within the past 18 months, and we have been approved 
for competitive bidding on items these agencies require. We have 
been awarded contracts on some of these items. 

Part III. Recommendations: We do not feel that there is need for 
additional legislation regulating the cosmetic industry. The present 
laws, in our opinion, are adequate. . 

If any additional legislation is énacted it might require that the 
manufacturers have adequate laboratory facilities and competent 
chemists and technical men to supervise the formulation, processing, 
and testing of the raw materials and finished products. This is now 
the practice in the major portion of the industry. 

By major portion there I mean percentagewise. I mean by volume 
sold. As I understand it, there are a few smaller concerns who just 
do not have the facilities. 

The Cuatrman. Mr. Kleinfeld. 

Mr. Kierxreip. Doctor, are your products submitted to the Com- 
mittee on Cosmetics of the American Medical Association for accept- 
ance ‘ 

Mr. Gries, No, sir. 

Mr. Kiernrevp. Any of them ? 

Mr. Gites. No. 

Mr. Kirinrecp. On page 5 of your statement you say all your new 
products or products containing new ingredients are given use tests. 
Who gives those tests? 

Mr. Giies. They are under my supervision and the sales depart 
ment. We have a panel consisting of employees in the organization 
and selected people in that city and in other places who get samples 
of every product we are going to put on the market, or even a change 
in product. 

We came into possession of Primrose House in 1944. That has been 
operating for some 10 or 15 years prior to that. And there was no 
such thing done, and we were working our heads off trying to make 
that and all the Barbasol the Army could use and everything else. 
We didn't get around to this testing of things like this until raw 
materials cleared up after the war so we could get raw materials. 
In the meantime a lot of new ingredients had come into use, and we 
revised some of the formulas. In cases where we revised the for 
mulas—panel tests were made within our organization. I will say 
that much. 

Mr. Kiernrevp. Are these use tests given under the supervision of a 
dermatologist ? 

Mr. Gires. No, sir. 

Mr. Kurryrecp. On how many people are these use tests applied’ 

Mr. Gries. Anywhere from 25 to 100 depending on what—I think 
I said in there we give patch tests sometimes on the ingredients. 

Mr. Kuernrevp. Let's take the use test. 

Mr. Gries. All right. 

Mr. Kuiervrecp. How many people get use tests ? 
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Mr. Guies. Anywhere from, not less than 25, anywhere to 100. 

Mr. Kuernrecp. And you judge the results? 

Mr. Gites. Yes. 

Mr. Kuernrecp. You are a chemist? 

Mr. Gires. I fix up questionnaires ¢ 

Mr. Kuiernrevp. Doctor, it is getting a little late. If you have to 
make an explanation, all right, but if you can answer yes or no, why 
don’t youtrytodoso? Youareachemist? 

Mr. Gues. Yes. 

Mr. Kiernretp. You don’t employ dermatologists to give these use 
tests: is that correct? 

Mr. Gites. That is right. 

Mr. Kiervretp. How about patch tests—who gives the patch tests ? 

Mr. Gices. I do. 

Mr. Kiemnrecp. No dermatologist ¢ 

Mr. Gites. No. 

Mr. Kieinreitp. How many patch tests do you give? 

Mr. Gites. A minimum of 25. 

Mr. Kiernreicp. Maximum of how many? 

Mr. Gites. I would say 50. We have made as many as 50. 

Mr. Kurmreip. Do you know about the recommendations on patch 
tests that have been made by people like Dr. Louis Schwartz and Dr. 
Peck and other dermatologists ? 

Mr. Gries. I have heard Dr. Schwartz and others speak before the 
Toilet Goods Association. 

Mr. Kierretp. Do you know how many patch tests he recom- 
mended ¢ 

Mr. Gutes. I believe they recommended a hundred or more. 

Mr. Kieinreip. You don’t do that, do you? 

Mr. Gites. No, sir. 

Mr. Kiemnreitp. You say that in cases where you think it advisable 
you use patch tests, so that you don’t use them in all cases for your 
products ; is that correct / 

Mr. Gries. Frankly, we have turned out very few new products. 
We have modified some of the products. We have eliminated some, 
and we have added a few. 

Mr. Kurmvretp. In those cases where you modify your formulas or 
make new products vou don’t always make patch tests: is that correct ? 

Mr. Giies. That is right. 

Mr. Kuermreitp. You say, Doctor, that you do not feel that it is de- 
sired by this committee that you reveal publicly what some of your 
emulsifiers and other of your raw materials are, that in your opinion it 
is a trade secret. 

There is no way, of course, that this committee can ascertain 
whether your raw materials or products are or are not safe unless we 
have those names. The other people here gave us this information. 
Is there any reason why you will not 4 

Mr. Gites. I started to put those in, and our management said— 
of course, Lam not an officer of the company—that that was a trade 
secret. Now I can supply that. 

Mr. Ku INFELD. W il] vou do so ¢ 

Mr. Gries. I purpose ly did not bring a list of them with me. 

Mr. Kieryretp. For what purpose ! 
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Mr. Gites. I didn’t want to get involved in any arguments about 
the thing. I didn’t bring the list with me; that is all. I can mail a 
list if this committee requires it. 

Mr. Kiernretp. I would request that you do so. I think we wou! 
keep it confidential. 

The Cuarmman, It is not for publication. As a matter of fact, we 
don’t intend to print any of these. 

Mr. Guies. I can tell you exactly what they are. 

The Cuamman. We want to know the important ones. 

Mr. Gites. In confidence, we have a reason for not giving it. | 
would give you that reason if you wish. 

The Cuarran. If you want to give your reason, we will make it 
part of the record, certainly. 

Mr. Kuernretp. What is the reason? 

Mr. Gires. Well, I am sure that a lot of leaders in the cosmetic in- 
dustry are using these things, but some of these things—we have found 
out that certain proportions of things prevent what we call sweating 
of oil in hot weather on a face cream, for example, and I don’t think 
that all the cosmetic industry knows that. 

The Cuarrman. We don’t want your trade secrets, of course. We 
just want to know for our own information what the ingredients are 

Mr. Gives. I can supply them to the committee. 

Mr. Kiervrevp. We did not ask for any quantitative formulas, we 
just asked for the names of the ingredients, 

Mr. Giies. I understand that. And if it is a trade name, who the 
manufacturer is, do you want that ¢ 

Mr. Kierreip. We will leave it to your judgment. We want the 
names of the ingredients. 

Mr. Gites. And that will be in confidence? 

Mr. Kueinrevp. That is what the chairman said; yes. 

If the law were amended to require that your ingredients be set 
forth on your labels, do you believe that would give away your trade 
secrets { 

Mr. Gives. I don’t think it would, sir. 

Mr. Kieinrevp. That is all we are asking you for—the names of 
your ingredients. 

Mr. Gites. Active ingredients, you mean ¢ 

Mr. KieiNrevp. All ingredients, without indicating any quantities 
or proportions. 

Mr. Gites. Maybe I didn’t understand your question. 

Mr. Kiernrevp. Suppose the law were amended to require that each 
cosmetic manufacturer was required to put on his label the names of 
all the ingredients contained in his produets. 

Mr. Gixes. Then we would have to go along, that is all. 

Mr. Kiemrevp. Do you think it would put you out of business / 

Mr. Gites. No. 

Mr. Kuernrevp. Mr. Chairman, I would like to have this document 
marked for identification. 

The Crarrman. It will be marked for identification. What 
number ¢ 

Mr. Kiernrevp. Make it No. 2. 

(The document referred to was marked “No. 2” for identification 
and will be found in the files of the committee. ) 
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Mr. Kuernrevp. Doctor, I show you this pamphlet marked No. 2 
for identification and ask you whether it refers to a product made by 
your company. 

” Mr. Gites. No, sir. It is stated in here that it is imported from 
France. 

Mr. Kiernrevp. That product is not handled by your company at 
all ¢ 

Mr. Gutes. We sell it. 

Mr. KiLernFevp. You sell it? 

Mr. Gives. It is referred to in the context. 

Mr. Kuerrevp. Is that advertising literature gotten up by your 
company £ 

Mr. Gites. Yes, sir. 

Mr. Kuernrevp. This product is called—and please tell me if I pro- 
nounce it correctly—Le Secret de Blanche Delysia. Is this made of 
horse serum ¢ 

Mr. Gries. Yes. 

Mr. Kierrevp. Do you know how this horse serum is obtained? 

Mr. Guzes. I have part of the contract which we signed with that 
company. 

Mr. Kuernrevp. I merely ask whether you know 

Mr. Gites. To my knowledge I do not. 

The Cuarrman. That is the answer. 

Mr. Kierrevp. And you import it from France; is that correct ? 

Mr. Gites. That is right. 

Mr. Kuerrevp. And you sell it ¢ 

Mr. Gites. Yes. 


Mr. Kuetnretp. And you get out this advertising material ¢ 
Mr. Gites. Our company gets out the advertising. 
Mr. Kueinrevp. This advertising pamphlet says this in part: 


Now! From Gay Paree comes one of the most revolutionary beauty treatments 
of all times. It’s called Le Secret de Blanche Delysia after the fabulous French 
beauty who developed it from an ancient beauty ritual which was closely guarded 
for centuries 

Le Secret comprises seven magic little vials which hold a true natural beauty 
serum for aging skin. And what woman over 40 isn’t beset by this most insidious 

i-hao ! 

‘or years there were rumors in this country about Le Secret. Some American 

traveling abroad returned and were openly chided by their friends as 

ng a “face lift’—so amazing was the improvement in the appearance of their 

These women had merely discovered Le Secret in Paris and their com 

ons were ravishingly lovely—fresher, younger, and firmer looking than in 
years 

Then Primrose House thoroughly investigated Le Secret and is now importing 

rect for you It’s simply a must for women who want to keep their skin 
looking youthful and alive! 


What kind of investigation did you make of those claims? 
Mr. Gites. First, we had one of the leading biological laboratories 
n the country, which is located there in Indianapolis, to test it and 
rmine whether it was what it was represented to be. I mean 
her it was horse serum, normal sterile horse serum. That part I 
v, because I was in on the conversation. 
KiLEINFeELD. You know it is horse serum ? 
r. Gites. What ? 
r. Kuernretp. You know it is horse serum ? 
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Mr. Gites. I know that is what these people said it was. Tam not 
in position to say that, but that was done. 

si wondly, I ran 25 patch tests on this horse serum and a similar 
bovine serum, and I got no negative results whatsoever—I mean 10 
bad results. I have run enough patch tests to know what erythema 
looks like. 

Then we tried it out on a hundred customers who bought it. It is 
an expensive thing. And they bought it, and they have a telephone 
number, and we took their names on a card, and then we went to then 
afterward with a questionnaire, and it was loaded, so we got the facts 
that we wanted. Some of them bought it again and none of them said 
it did them any damage. 

The Cuamman. I have difficulty in hearing you, Doctor. Please 
keep your voice up. 

Mr. Gites. All right. 

Mr. Kuervrrip. And it comes in boxes of seven vials sold for $12? 

Mr. Gites. There is also a box of 26 vials that sells for $36, plus 
$7.20 tax. 

Mr. Kuernrevo. Did you make any chemical analysis of this horse 
serum, this produet, to find out what was in it ¢ 

Mr. Gires. You just asked me that. I told you this biological] 
laboratory assayed it for us. 

Mr. Kuernrecp. Did you also investigate to find out whether it 
would in fact make women ravishingly lovely, fresher, younger, and 
firmer looking ?¢ 

Mr. Gites. The only evidence we have is the good portion that buy 
itagain. ‘They found it was not harmful. 

Mr. Kuiervretp. Do you think it will do all that you claim for it, 
as a scientist / 

Mr. Gites. A scientist is different from a copywriter. 

Mr. Kuernrevp. I know that is true. |Laughter.| Go on from 
there. 

Mr. Gries. I know that the product has an astringent effect if ap 
plied, because I have used it myself. 

Are the directions on there how to use it? I don’t know. But 
anyhow 

Mr. Kiernrevp. Yes, it says this: 

(ne vial of this secret is applied every day for 5 days. Then one application 
every other day for a week. During the next 2 weeks, twice a week. Notice 
the delightfully bracing, firming, lifting feeling. Notice how it helps smooth out 
those horrid aging surface lines and wrinkles. The frequency of use thereafter 
depends on your own judgment and how long your skin is benefited by the last 
application. Most women, after obtaining the desired results, find only one 
application a week sufficient to keep their skin enchantingly lovely, youthful, 
and firm in appearance. You must remember, too, that if your skin has been 
neglected for a long time—naturally it will take a little longer for Le Secret to 
work. 

Those are the directions you mean 4 

Mr. Gives. Yes. 

Mr. Kuernrexp. I have nothing else. 

The Cuamman. Dr. Hedrick? 

Dr. Heprick. No questions. 

Phe Cuamman. Mr. Horan? 

Mr. Horan. Could this product that the counsel is asking you about, 
Mr. Giles, be produced synthetically ? 
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Mr. Gites. I don’t know the ingredients in horse serum. Iam nota 
hiological chemist. Iam an organic chemist. 

Mr. Horan. Is not this an organic product 

Mr. Gites. It is of biological origin. 

Mr. Horan. We are not prosecuting anybody. We are just tryi 
to get at some of the facts in the case so we can make some 


recoln 
mendations to Congress, 


Mr. Guies. I see. 

Mr. Horan. Certainly your company is not on trial here. We are 
just asking questions. 

Vir. GILeEs. I see 

Phe Cuamman. That is all. Thank you. 

Anv further questions, Mr. Kleinfeld ? 

Mr. Kiemvrecp. No other questions. 

Phe CHAIRMAN. You are excused. 

Mr. Gines. Is that all, sir? 

Che CHarRMaAN,. That is all. 

Any other W itnesses, Mr. Kleinfeld 

Mr. KLernrevp. No. 

The CHatmman. That will conclude the hearings in New York for 
the present. I do not know whether we will have any more hearings 
in the city of New York. 

We are indebted to the judges for the use of the court rooms. 

And I want to pay a special compliment to our reporter, Mr. Veley. 
I know you have been on the job very long, and I want to compliment 
you highly. You have been especially diligent and have done an excep 
tionally fine job. 

The committee will now recess. 


(Whereupon ats p.m. the committee recessed, ) 
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TUESDAY, JANUARY 29, 1952 : 


Hovse or RepresentTAtTIves, 
SeLtecr Commirree To INVESTIGATE THE 
Use or Cuemicats IN Foops anp CosMETIcs, 
Washington, D. C. 

The select committee met (pursuant to H. Res. 74 and H. Res. 447, 
82d Cong. 1st sess. continuing the investigation, and study begun 
inder authority of H. Res. 323, Sist Cong. 2d sess. )s at 10 a. m., in 
room 445, Old House Office Building, Hon. James J. Delaney, chair- 
man, presiding. 

Present : Re present: itives Delane y of New York, Miller of Nebraska, 
ind McDonough of California. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel. 

The Cuamman. The committee will come to order. 

Mr. Kleinfeld, call the first witness. 

Mr. Kuervretp. Dr. Hueper. 

The CuarrMan. Your name and address, Doctor ? 

rv. Huerer. Wilhelm C. Hueper, 8495 Rockville Pike, Bethesda, 
Md. 

The oath was administered by the chairman.) 

The Cuamman. You may proceed. 


TESTIMONY OF WILHELM C. HUEPER, M. D., BETHESDA, MD. 


Mr. Kueivreitp. Dr. Hueper, you are a medical doctor ¢ 
Dr. Huerer. Yes: I am. 
Mr. Kueryrecp. When and where did you get your medical degree? 
Dr. Hurrer. I graduated from the University of Kiel, Germany, 
Mr. Kurtvreip. What is your special field of professional interest ? 
Dr. Hueper. My special field of professional interest is pathology. 
Mr. Kiernrevp. Are you a diplomate of the American Board of 
7 the logy ¢ / 
» Et eper. Yes; I am. 
. Kuetvrevp. Please tell the committee what pathology is. 
Hverer. It is that branch of medicine which deals with the 
a il nature of disease, especially with the structural and func- 
nal changes which cause disease or which are caused by disease. 
Mr. Kuervrerp, And you have been engaged in this work in various 
~ als both in this country and abroad? 
. Hurrer. Yes; I have. 
r. Kuermyreirp. Have you been employed by various private and 
c research institutions in the field of pathology / 
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Dr. Hurerer. Yes. From 1921 to 1923, I was employed in the 
Pathological Institute of a Municipal Hospital in Berlin. 

Between 1924 and 1930, I was pathologist and director of labors 
tories of Mere y Hospit: al, the main teac hing hospits al of Loyola lL) 
versity Medical School in Chicago, where I also served as asso: 
professor of pathology during that period. 

From 1930 to 1934, I was chief pathologist of the Cancer Resea: 
Laboratories ofithe University of Pennsylvania in Philadelphia, a 
pathologist at the American Oncologic Hospital in Philadelphia. 

From 1934 to 1938. 1 was assistant director of the Haskell Labo: 
tory of Industrial Toxicology of the du Pont Co. in Wilmington. 

From 1938 to 1948, I was the assistant director of the Institute { 
Therapeutic Research of the Warner Co. or Pharmaceutical and Cos 
metic House in New York, and in 1948 | was invited to join the st 
of the National Cancer Institute to head the new section of Enviré 
mental Cancer and to head the research laboratories of an eX pe 
mental study of environmental cancer. 

Mr. Kurinrecp. Are you a member of the Subcommittee on Malig 
nancy of the National Research Council ? 

Dr. Hvuerer. Yes: lam. 

Mr. Kuetnrecp. Have you published any papers which appeared 
the scientific literature / 

Dr. Huerer. I have published through the years around 200 papers, 
about a hundred dealing with cancer. 

Mr. Kueimvrecp. And are vou the author of a book on cancer / 

Dr. Hvuerer. Yes; Lam. I have prepared a book entitled “Occupa 
tional Tumors and Allied Diseases,” which was published in 1942 by 
C.C. Thomas, Springfield, Il. 

Mr. Kurinrecp. To recapitulate, how long have you specialized 
the field of cancer research ¢ 

Dr. Hverer. One of my first publications in the early 1920's dealt 
only with cancer of the lung and with changes produced in the huma 
tissue by parafiin, but my more serious interest in cancer dates from 
1930, when I joined the University of Pennsylvania. 

Mr. Kieinretp. Mr. Chairman. may I suggest that Dr. Hueper’s 
biogr iply be inserted in the record to save some time. 

The Cuarmman. All right. 

( Biography of Wilhelm C. Hueper, M. D., is as follows :) 


Ave: 6 - 

ISt4: Born Schwerin, Germany 

1914-14: Studied medicine, University of Marburg, Germany 

1914; 1918-19: University of Rostock, Germany 

I-20: University of Kiel, Germany 

1N20: Medical decree, University of Kiel, Germany 

1924: State board examination for license, Illinois 

v2): Naturalized 1929, Illinois 

1920: Voluntary assistant physician, Gynecologie Clinic, University of Kiel 

1920-21: Assistant physician, Evangelisches Diakonissenkrankenhause, Wittet 
surgery 

1921-23: Assistant physician, Pathological Institute, Auguste Viktoria Kranken 
haus, Berlin 

1923-24: Resident physician, Evangelical Deaconess Hospital, Chicago, IIL. 

1924-30: Pathologist and director of laboratories, Mercy Hospital, Chicago, |! 
re ate professor of pathology, Loyola University School of Medicine, Chi- 
cago, til 

1950-33: Chief pathologist, Cancer Research Laboratories, University of Penn- 
— Philadelphia ; pathologist, American Oncologic Hospital, Philadel- 
phia. 
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1923-34: Resident pathologist and research assistant, department of pathology, 
University Hospital, University of Pennsylvania, Philadephia. 

1934: Director of laboratories, Uniontown Hospital, Uniontown, Pa 

1924-838: Assistant director and pathologist, Haskell Laboratory of Industrial 
loxicology, du Pont Co., Wilmington, Del 

928-48: Assistant director and principal pathologist, in charge of pathology, 
pharmacology, roentgenology, bacteriology research, Warner Institute for 

rherapeutic Research, New York 

{15 : Chief, Cancerigenic Studies Section (environmental cancer ) Chief, Cancer- 


genie Research Laboratory. 
PROFESSIONAL OFFICES AND MEMBERSHIPS 


Diplomate, American Board of Pathology: Pathologic anatom) 

Charter member and ftirst pres dent, American Sor ely for the Study of 
(rteriosclerosis 

({ssociate fellow, American Medical Association 

Fellow, New York Academy of Science (honorary) 

Fellow, American Association for the Advancement of Science (honorary ) 

Chairman, registry com ttee, Gerontological Society, Ine. 

Member, Subcommittee on Malignancy, National Research Council (chemical 
carcinogenesis ) 

Charter member, committee on industrial cancer, Department of Labor, New 
York 

Chairman of the session on occupational tumors, International Congress of 
Cancer Research, St. Louis, September 3-7, 1947 

Coordinator of the round table on environmental cancer, National Cancer Con- 
ference, Memphis, 149 


MEMBER OF THE FOLLOWING ORGANIZATIONS 


{merican Association of Pathologists and Bacteriologists 
(merican Society of Experimental Pathology 
{merican Association of Cancer Research 

(merican Medical Directors Association 

(American Association for the Advancement of Science 
{merican Heart Association, member of assembly 
New York Academy of Science 

American Society for Gerontology 

American Industrial Hygiene Association 

American Public Health Association 

Public Health Cancer Association of America 

Cancer Prevention Committee, Ine 

Washington Society of Patho ogists 

Mr. Kiernrevp. Dr. Hueper, what is your present position ? 

Dr. Huerer. I am Chief of the Cancerigenic Studies Section of the 
Cancer Control Branch of the National Cancer Institute. and the Chief 
of the Cance rigenic Research Laboratories of the Cancer Research 
Branch of the National Cancer Institute. 

Mr. Kueinreip. How long have you been associated with the Public 
Health Service ? 

Dr. Hurrer. Since April 1, 1948. 

Mr. Kierrerp. Is it part of your present position to be familiar 
with the literature concerning cancer research ¢ 

Dr. Hurrer. I am trying to kee ‘p up with the cancer literature as far 

s it concerns cancer epide ‘mology and cancer causation, and I try to 
obt ain a good working knowledge of all other aspects of cancer, 

Mr. Kuernreip. Doctor, are you in personal communication with 
many other individuals and organizations engaged in cancer research 
both in this country and abroad ¢ 
. Dr. Hurrer. Yes; I maintain rather extensive connections with of- 
ficial and private organizations and individuals working 1n the field of 
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cancer. As far as governmental agencies are concerned, I keep in co. 
tact with the work of the Food and Drug Administration. 

I am conducting, in conjunction with the Bureau of Mines, at present 
a study of the mes, oils and synthetic oils produced from coal as far as 
possible cancerigenic properties are concerned. 

I have occasional contact with our Navy Department, with the |e 
partment of Agriculture. 

I have served as a consultant for the Department of Labor for cases 
of claims made by Government employees on accidental and occupa 
tional cancer for compensation against the Federal Government. 

Mr. Kuernrecp. Dr. Hueper, is it not a fact that during these many 
years when you have been engaged in cancer work you have spent a 
considerable amount of time actually in the laboratories ¢ 

Dr. Hvuerer. Yes. My main scientific work, as is apparent from my 
bibliography, was experimental work. I have done experimental work 
not only on cancer but on various other aspects of human disease ; for 
instance, especially in arteriosclerosis. 

Mr. Kuernrevp. In what capacity are you testifying here today, 
Doctor ¢ 

Dr. Hvrrer. I am testifying as a private citizen, basing my testi 
mony on the experiences and training I have had during the last 25 
years. 

Mr. Kuernrecp. You are not appearing today on behalf of any 
agency or bureau of the United States Government ¢ 

Dr. Huerer. I do not think so. 

Mr. Kuieinrewp. Nor on behalf of any private organization ¢ 

Dr. Hvurver. I don’t think so. 

Mr. Kierrecp. You have been concentrating, Doctor, in recent 
years on the problem of environmental cancer; have you not? 

Dr. Hvurrer. I have worked on environmental cancer for about 20 

years, but my exclusive interest in environmental cancer dates from 
L948, 
Mr. Kixinrecp. Are you the author of a 69-page booklet entitled 
“Environmental and Occupational Cancer,” supplement 209, Public 
Health Reports, 1948, Federal Security Agency, Public Health Ser\ 
ice? 

Dr. Hurrer. Yes; lam. 

Mr. Kieryrevp. And are you the author of a booklet entitled “Ek 
vironmental Cancer,” published by the Federal Security Agency, Pub- 
lic Health Service ? 

Dr. Hurrer. Yes. 

Mr. Kuiernrecp. And are you the author of a 37-page booklet en- 
titled “A Methodology for Enviromental and Occupational Cance: 
Surveys,” Public Health Technical Monograph No. 1, Federal Se: 
rity Agency, Public Health Service? 

Dr. Hurprer. Yes. 

Mr. Kiemrevp. Doctor, in your opinion, is the incidence of cance: 
presently increasing ¢ 

Dr. Hvurrer. The number of cancer cases is still on the increase, )\! 
that increase is mainly due to the increase in population and the in 
crease of the older-age groups in our population. The absolute num 
ber of cancer per, let’s say, 100,000 of population has remained st: 
tionary since 1940, but there are some cancers which have increase« 
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during the past years; that is especially cancer of the lungs and leuke- 
mas. 
| have here a chart which shows the increase in cancer of the lung, 
which I may pass around, which shows the rather spectacular increase 
of cancer of the lung in males during the past two decades. 
Dr. Muuter. At that point, Doctor, would you say that might also 
be due to the ability of the scientific profession to discover cancer ¢ 
Dr. Hverer. To a minor degree, yes; I would think so; but the in- 
reases are so spectacular they cannot all be attributed to that. 
Dr. Mirzer. What method did they have 20 years ago to discover 
incer of the lungs ¢ 
Dr. HuEPER. The second paper I ever published, Y5 years ago, Was 
the increase of lung cancer in Germany, and at that time we already 
oted from post-mortem records that practically every where there 
vas an increase in the incidence rate of cancer of the lung. 
Dr. Murier. When you and I were medical students, how many 
<es of cancer of the lung did you see ¢ 
Dr. Huerer. I saw quite a bit on the autopsy table. 
Dr. Mutter. They were not diagnosed, however. 
Dr. Huerer. We were posting about 95 percent of our patients who 
lied in the hospital for many years, so we had a pretty good record of 
ho died from cancer of the lungs. 
Mr. Kiewrevp. Mr. Chairman, may I suggest that this chart be 
luded in the record ? 
Phe CHarmMAN. Without objection, we will put it in. 
(The chart referred to follows on p. 1555) 
Mr. Kuernreitp. Dr. Hueper, is it true that approximately one-half 
f all cancer observed in the male is cancer of the alimentary system ¢ 
Dr. Hvever. In the United States, approximately it is that way. 
Mr. Kuervrecp. And what do you mean by the alimentary system, 
naan : ; y 8 
Dr. Hurprer. The alimentary system includes the esophagus, the 
mach, the small intestine, and the large intestine down to the anus. 
Mr. Kiernrevp. In what part of the female body, Doctor, does can- 
er appear most frequently ¢ 
Dr. Huerer. The breast is the most frequent site of cancer in the 
ale. But these figures only go for mortality figures, not for mor- 
dity figures. The most frequent cancer is cancer of the skin, if we 
eal with morbidity figures, but skin cancer is cured to a very high 
egree. About 75 to 95 percent of all skin cancer is cured, so those 
cers won't appear in our mortality figures, 
Mr. Kiervrenp, Leaving aside skin cancer, in what part of t 
nale body does cancer appear next most frequently after cancer of 
» breast ¢ 
Dr. Huerer. The uterus. But again I might point out those ratios 
y go for the United States. They vary in different countries con- 
erably. 
Mr. Kuetnreip. Does the field of environmental cancer research, 
Voctor, Include the evaluation of the foods which we eat and the cos 
ties which we use ? 
Dr. Hurrer. Yes; they do. They include all exogenous carcinogeni: 
cents, inanimate and animate, which may cause cancer, all agents 
emical and parasitic. ; 
Mr. McDonovueun. Why do you emphasize the incidence of cancer 
{ the lung in the male over the female ? 


he 
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Dr. Hverer. The reason for this marked discrepancy is not defi 
nite ly known. It may be that environmental agents act on the male 
organism more often and more inte! isely, that those agents are respon 
sible. 

Mr. McDonovenr. You mean occupational hazards ¢ 

Dr. Huerer. Yes. 

Mr. McDonoveu. That women are not subject to but that men are / 

Dr. Hverer. That is right. But that would provide only a partial 
explanation. I do not think that will provide the total explanation, 
not by any means. 

Mr. McDonoven. Is there any organic difference in the male and 
female lung that could bring about this condition ¢ 

Dr. Huerer. Not that we know. You probably know that the ques- 
tion of whether the increase in the smoking of cigarettes during the 
past decades has been raised and to what extent it is responsible for 
in increase in cancer in the lung is a subject of very lively discussion 
ind subject of very serious controversy. 

Mr. McDonoven. You are not saying it is the cause ? 

Dr. Huerer. Oh, no. 

Mr. McDonovenu. As a matter of fact, women smoke as much as 
men do. 

Dr. Huerer. They started to do that now, but you have to consider 
that a long latent period elapses between the start of exposure to car- 
cinogenic agents and the appearance of the cancer. It can take any- 
where between 5 and 50 years before a cancer can become manifest 
ifter an exposure starts. It is one of the difficult aspects of studies in 
environmental cancer. So the women have not started long enough 
to smoke cigarettes w holesale. 

Mr. McDonovcen. What would you say is the cause of cancer that 
brings about evidence quickest? What shows cancer the quickest ¢ 

Dr. Hurrer. What agents? 

Mr. McDonoven. Yes. 

Dr. Huerrr. A very powerful agent which can produce cancer 
within 2 years is a dve intermediate called betanaphthyvlamine. 

Mr. Kuiernretp. Betanaphthylamine? 

Dr. Huerer. Yes: a naphthalene derivative with an amino group. 

Mr. Kieryrecp. How would the average individual be exposed to 
that ¢ 

Dr. Hurrer. By inhalation, skin contact, and ingestion. Anything 
which we inhale, we also ingest, so there is an ingestion factor present. 

Mr. Kierrecp. You mean to say if a person is exposed to that 
particular chemical 

Dr. Hurper. That is right. 

Mr. Kurinretp (continuing). He would be more likely to show 
cancer ¢ 

Dr. Hurrer. Cancer of the bladder, a very specific cancer. 

Mr. Kieryrenp. A very specific cancer ? 

Dr. Hueprr. Yes. 

Mr. Kurrvreip. Dr. Hueper, would you say that considerable re- 
search has been done on the possible relationship between chemicals 
n food and cosmetics and cancer ¢ 

Dr. Hurrrer. I think a limited amount of research has been done 

this country and mart on such aspects. 
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Mr. Kiernrevp. Can you tell the committee why, in your opinion. 
more work has not been done in an important field such as that 

Dr. Hvrrer. Work in that particular field is rather complex and 
requires rather large funds, facilities, and trained personnel, anc 
under the present conditions is not very rewarding for the privat. 
investigator. 

Mr. Kiervrevp. Do you think that it is advisable or necessary that 
more work should be done in that field ¢ 

Dr. Huerer. I think so; yes. Quite extensive work should be done 
on that. 

Mr. Kuieryretp. Some work has been done on occupational or 
industrial cancer, has it not? 

Dr. Hvuerrr. Yes; quite a bit of clinical as well as experimenta! 
work has been done on occupational cancer. The reason for this is 
the fact. that occupational cancers are so much more obvious. They 
occur in restricted groups of workers. One can trace the etiology 
very much easier, and they represent for the industry affected a serious 
problem, and therefore some work is done on that phase. 

Mr. Kieryrecp. Would you say that there is a relationship betwee: 
the work done in occupational cancer and the field of chemicals in 
foods and cosmetics ? 

Dr. Huerrer. Yes; there is a relatively close relationship in many 
respects, because the agents which cause occupational cancers may be 
in part identical, in part similar, to agents which possibly may be 
present in our food, drugs, and cosmetics. 

Mr. Kuemvrecp. Mr. Chairman, I would like this pamphlet marked 
“Exhibit A” for identification. 

The Cuarrman. It will beso marked. 

(The pamphlet referred to was marked “Exhibit A” and will be 
found in the files of the committee. ) 

Mr. Kiermrecp. Dr. Hueper, this pamphlet marked “Exhibit A” 
for identification is entitled “A Methodology for Environmental and 
Occupational Cancer Surveys,” by W. C. Hueper, M. D., Public Health 
Technical Monograph No. 1, Federal Security Agency, Public Health 
Service. That was prepared by you ? 

Dr. Hunrer. Yes. 

Mr. Kieinreip. On pages 33 to 36 of the monograph, appendix C, 
entitled “Occupational Hazard Code,” there appears a list of num 
bered substances, some of which have asterisks next to them, and at 
the bottom of the page are the words “Carcinogenicity recognized or 
suspected.” Isthat correct ? 

Dr. Hurrer. That is right. 

Mr. Kiermreip. Numbers 142 and 145 on that list are aniline dyes, 
including aniline and other amine compounds of benzol and its homo 
logues. Are these suspected or recognized as being carcinogenic / 

Dr. Hurrer. Well, the substances used in the production of aniline 
dyes, or some of the aniline dyes, are recognized as well as suspected 
carcinogenic chemicals. There are aniline dyes for which we have 
definite evidence that they are carcinogenic to animals. That is to 
animals, not to man. 

Mr. Kuierrecp. In your opinion, Doctor, can it be said that it is 
reasonably certain at this time that these aniline dyes are completely 
safe from the cancer viewpoint ? 








CHEMICALS IN FOODS AND COSMETICS 1361 


Dr. Hurrrr. If you are talking about the aniline dyes which are 
certified by the Food and Drug Administration, I think that the evi- 
dence we have makes them reasonably safe for general use, with per 
haps, from my personal viewpoint, doubts for a few of the dyes. 

Mr. Kiervrevp. With doubts on a few of the dyes that have been 
certified / 

Dr. Iiverer. Yes. 

Mr. Kietnrevp. Dr. Hueper, there has been published some cancer 
research work recently concerning light green S. F. ¢ 

Dr. Hurrer. That is right. 

Mr. Kiervrevp. Are you familiar with that work ¢ 

Dr. Huerer. Iam familiar with that. 

Mr. Kierrevp. Can you explain that to the committee, please ? 

Dr. Hurrer. Light green S. F. was studied first by Schiller in this 
country through injection into rats, and he obtained in an appreciable 
number of animals cancers at the site of injection. That work was 
checked later on by Harris, a member of the Eli Lilly staff who sub- 
stantiated that finding, and I think it was later on checked by the 
members of the staff of the Food and Drug Administration who also 
got development of cancer at the site of injection when injected into 
rats, but they were unable to produce any cancer when the dye was 
fed. 

Mr. Krieinrep. Is this light green S. F. part of a group which had 
been previously suspected as producing cancer ? 

Dr. Hurrrr. No, it had not. It is still a rather puzzling observa- 
tion, because the dye is not included in the group of dyes which we 
usually connect a suspicion of carcinogenicity. 

Mr. Kiernrevp. Do you know whether light green S. F. is presently 
used in foods ? 

Dr. Hurrer. It is one of the certified dyes. 

Mr. Kiernreip. So there are a number of the certified dyes pres- 
ently in use in food and cosmetics of which you think there is now 
some suspicion ; is that correct ¢ 

Dr. Horrrr. Well, definite evidence as far as their carcinogenicity 
is concerned in regard to rats. 

Mr. Kuiernrerp. And the fact that some of these dyes, particularly 
light green S. F., may have produced cancer in experimental animals 
does not necessarily mean, as I understand you, that it will produce 
cancer in man ¢ 

Dr. Hurrer. No; it does not mean that at all. 

Mr. McDonoven. I did not get that. 

Mr. Kiernrevp. The fact that some of these colors, particularly light 
green S. F., may have produced cancer in experimental animals does 
not necessarily mean they will produce cancer in man ¢ 

Dr. Hurrer. That is right ; it does not mean that at all. 

The Cuarrman. The answer is “Yes” to his question ? 

Dr. Huerer. That is right. 

Mr. McDonoven. As I understand it, you say the experiments show 
the injection of this into rats caused cancer at the—— 

Dr. Hurrer. Site of injection. 

Mr. McDonoveu. At the site of injection? 

Dr. Hurrer. Yes. 

Mr. McDonoven. But it did not cause cancer through ingestion ? 

Dr. Hvuerer. That is right. 
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Mr. McDonoveu. Have there been any experiments in an attempt 
to inject light green S. F. into man ¢ 

Dr. Hvuerer. I do not think I would volunteer for that experiment. 
| Laughter. | 

Mr. McDonovau. I understand. In other words, you don’t know 
that it will or will not? 

Dr. Hurrer. That is right. I only say we don’t know that. But it 
is not necessary that the ‘dye is carcinogenic to man. The evidence 
that a carcinogenic substance, cancer-producing substance, produces 
cancer in animals does not mean that the same substance will produce 
cancer in man or in any other spec ies. 

To translate that in somewhat more general terms, the agents which 
are able to cause cancer in animals, including man, are as species 
specific in thei ‘ir action as microorganisms are in producing diseases. 
We cannot produce with the same microorganism disease in all species. 

Mr. Kieinrecp. In other words, Doctor, if a particular substance 
will produce cancer in one species of animal, you say it doesn’t neces 
sarily follow that it will produce cancer in man ¢ 

Dr. Hurrer. That is right. 

Mr. Kiernreitp. You don’t know, do you, whether it will or not? 

Dr. Hvurrer. No; it remains an open question. 

Mr. Kieinrevp. But you are a little suspicious of it: are you not? 

Dr. Hurerr. I would look upon a substance of that sort with some 
doubt. I wouldn't like that substance for human consumption. 

Mr. Kurrnrecp. Dr. Hueper, can we be reasonably certain, in the 
light of the experiments of which you spoke, that light green S. F. 
will not produce cancer in man ? 

Dr. Hurrer. I don't think we know that. 

Mr. Kurinrecp. You don’t know that it will, and you don’t know 
that it won't ¢ 

Dr. Hurrer. No: I don’t think so. It is entirely open. 

Mr. Kuxinre.p. If it is entirely open, and since we are talking about 
cancer, what do you think we ought to do about light green S. F. from 
your viewpoint as a scientist / 

Dr. Hurrrr. Expressing, again, only my personal opinion, I fee! 
that foresight is better than hindsight, and I think I would approach 
the dive manufacturers to replace heht green S. F. by another oreen 
dye which has no carcinogenic stigmata. I would rather stay on the 
safe side of the deal 

Mr. Kurtnre.p. Doctor, do you think that these dyes are essential to 
our food or cosmetic supply ?¢ 

Dr. Huerer. Well, they are not serving any useful purpose except 
eve appeal. 

Mr. Kurinrecp. Dr. Hueper, we have been informed that recently 
in Germany some action was taken with respect to the use of certain 
coal-tar dyes and that such action was intended to make the use of 
such dyes safer: is that correct / 

Dr. Hurrer. That is right. 

Mr. Kietnrecp. Could you explain what was done in Germany and 
why it was done? 

Dr. Hurrer. The German Research Council has a special committee 
on the drafting of new legislation for food colors or dyes, and they 
have come up with a new list of permitted dyes. The list is broken 
down into two categories. One, of fourteen dyes, contains those dyes 
which are permitted without any restriction. Then they have a list 
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of, 1 think, another seven or eight dyes for which permission has been 
given only temporarily. ‘Those dyes are still under investigation, 
whether they should be permitted permanently. 

Mr. Kieinrecp. Were some changes made in the chemical structure 
of certain of these dyes ¢ 

Dr. Hi EPER. \ es. IL had some correspondence W ith members of the 
German Research Council on that point. They approached me on it. 
And as a result of this corresponde! ce they modified tLWo dyes. In 
our list these are vellow A. Bb, and vellow O. B. The dyes are deriva 
tives of beta-naphthylamiune, and the possibility exists that the dye 
may be broken down in the human body in such a way that beta 
naphthvlamine may be liberated. The dyes have been tested on rats, 
again, here in this country, as well as in Germany. They have not 
produced cancers In rats. 

But, nevertheless, the Germans felt there was a possibility that they 
might produce cancers human beings, and what they have done is 
this: They have attached to the beta-naphthyvlamine component of the 
dave, as well as to the other component, W hich is the amino benzol com 
ponent, the sulfonic acid group. Because we know from experience 
from the dye industry, as well as experimental work with various 
dyes, that an attachment of sulfonic acid groups to the.benzol amines 
Ww ill destroy the carcinogenic properties of such dyes. So what they 
have done is, thev have covered all benzol amines in the dye with sul- 
fonmic acid groups. 

Mr. Kveinrecp. Doctor, did you testify a few minutes ago that beta- 
naphthylamine had produced cancer of the bladder frequently in in- 
dustrial workers ? 

Dr. Hurerer. Yes: it is one of the most important observations we 
have from a cancer \ ew pont 

It was first made in 1895 by the German dye industry, and then 
that cancer has traveled everyw here including our own country where 
dve industries have bee established. The first observations in our 
country dates from 1932 when the du Pont Co. discovered that they 
had 23 workers with bladder cancer among their dye intermediate 
operators. And we have approximately in this country now—approxi- 
mate, we have no definite figures on it—250 cases of bladder cancer 
in dye workers for which we can trace the etiology. We have more, 
but that is the numbe ve can trace, There are more than a thousand 
cases on record from all countries. 

[ have worked on that experimentally, and if the members want to 
see cancers of the bladder in dogs which were fed beta-naphthylamine, 
there are two pictures of the bladders of two dogs [showing picture s|. 

Mr. McDonoucu. That is through the digestive >) stem ¢ 

Dr. Hvuerer. That is right. 

Mr. McDonoven. And located in the bladder ? 

Dr. Hurrer. Only the urogenous tracts were involved. The car- 
cinogenic agent is apparently excreted with the urine, and that 
mechanism accounts for the localization of these tumors mainly in the 
bladder. Oceasior ally they occur in the renal pelvis or pelvis of the 
kidney. 

Mr. Kirinrevp. Is it not a fact we are presently using those dyes- 
vellow A. B. and O. b.—in our food and cosmetic supplies today ¢ 

Dr. Hr EPER. W thout question, yes; we do. 
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Mr. Kirtnrevp. Without the changes made by the Germans? 

Dr. Hurrer. There are no sulfonic-acid groups on those. 

Mr. Kuernrecp. We have not made those changes, have we? 

Dr. Hurrer. We have not made those changes; no. 

Mr. Kuernrevp. Was the change which was made by the Germans 
effected in an attempt to minimize the possible hazard which may re 
sult from the use of the dyes ¢ 

Dr. Hvrrer. Yes. It was really made mainly on_ theoretical] 
grounds, because we have no evidence, as I said already, that the dyes 
are actually carcinogenic in man. But to be on the safe side of the 
matter they siodified the dye by adding sulfonic-acid groups. That 
was the only reason for modifying the dyes. 

Mr. Kietnretp. Would you have been in favor of such change? 

Dr. Hurrer. I think so. That is advisable. 

Mr. McDonoven. What change would the addition of a sulfonic- 
acid group have? 

Dr. Hvuerer. I beg your pardon. 

Mr. McDonoven. What change did that have on the beta-naph- 
thylamine? 

Dr. Hurrer. You get beta-naphthylamine sulfonate, and that sul- 
fonate, if it is given to dogs, does not produce cancer, and workers 
who handle beta-naphthylamine sulfonate have no bladder cancer. 
That is the evidence. In fact, the German, Swiss, and English dye 
industry have discontinued making the beta- naphthylamine because 
they cannot control the hazards. They have tried that for many 
years but beta-naphthylamine cancer still occurred among their dye 
workers, although they introduced extensive precautionary measures. 
So what they are doing now—they sulfonate the beta-naphthol before 
they aminize it. So there never is free beta-naphthylamine present in 
the operation. 

Mr. McDonoven. In other words, the cancer-producing material 
is beta-naphthylamine ? 

Dr. Hurrer. That is right; at least that is what we think right now. 

Mr. McDonoven. And not the ammonium salts ? 

Dr. Hvuerer. No. 

Mr. McDonoven. And then you neutralize that with sulfonic 
acids? 

Dr. Hvurrrr. With sulfonic acid groups. 

Mr. McDonoven. In doing that do you neutralize the ammonia / 

Dr. Hurrer. I don’t think it has anything to do with ammonia. It 
has probably something to do with the special configuration of the 
molecules which destroys the carcinogenic action. 

You see we have from experience with other carcinogenic aromatic 
compounds, like the benzanthracines—we have experience that if we 
shift side chains of the carcinogenic hydrocarbon, let us say, from 
the 8 to position 12 in the ring, we may destroy the carcinogenic action 
of it, the action is so specific as far as the special arrangement is 
concerned. 

Also if one lengthens the side chain beyond a certain size, one de 
stroys the carcinogenic property of the compound. Why that is, we 
only speculate about. 

Mr. McDonoveu. Is the cancer which is caused by the beta-naphthy- 
lamine contagious ? 
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Dr. Huerer. No. Cancer is not contagious as far as produced by 
chemical or physical agents; if you come in contact with the chem- 
ical agent, you will get it. 

Mr. McDonoven. If you come in contact with any excretion from 
the individual who has it, would you get it ‘ 

Dr. Hurrer. That has been tried recently. English workers—Dr. 
Bonser in England isolated from the urine of dye workers a metab- 
olite of beta-naphthylamine 2 amino 1 naphthol and introduced that 
into the bladder of rats and produced cancer with that metabolite. 

I mentioned that experiments on rats using aromatic amines are 
not always very conclusive because rats do not react with cancer to 
beta-naphthylamine at least. So if we have a beta-naphthylamine 
compound and try that on rats, the negative result does not mean very 
much. 

Dr. Minter. One question. The sulfonic acid group, how long has 
that been used by the Germans 

Dr. Hvuerer. Very recently. I think perhaps 4 or 5 years. 

Dr. Miniter. Do you think the time has been sufficiently long to 
establish whether there will be any cancer or not ¢ 

Dr. Hvurrer. No. 

Dr. Mituer. Because of the sulfonic acid groups? 

Dr. Hurerer. Whenever such precautionary measure is established, 
it takes at least 10 years to be certain—halfway certain—that the 
measure is effective. 

Dr. Mitier. Then you would not want to say here that just because 
we use the sulfonic acid change it might not still have a carcinogenic 
effect ? 

Dr. Huerer. I think they have better evidence than just that. They 
have the evidence from their own operations that they have no bladder 
cancer among the workers who handled the sulfonated compound. 

Dr. Mutter. And you think 5 years is sufficient time to determine 
that ? 

Dr. Huerer. They used them all the time. See, in production of 
many of the dyes they used sulfonated naphthylamine, so they had 
practical experience wth that compound before. 

Dr. Minter. That is all. 

Mr. McDonovcnH. One other question. How does the worker han- 
dling beta-naphthylamine get it into his system?’ Does he breathe it? 

Dr. Huerrer. He breathes it in, he has skin contact with it. And 
anything we inhale, we swallow in part, too. We swallow our saliva, 
we swaliow part of our nasal secretion, we swallow part of our sputum, 
and this way we get some of the beta-naphthylamine into our digestive 
system. It is not a pure inhalation factor. 

Mr. McDonoven. In the factory is it in powder form ? 

Dr. Huerer. In powder form. It is flaked. 

Mr. Kuernreip. In view of the latest scientific work on the subject 
of these dyes, do you think it would be a wise or perhaps conservative 
move to reinvestigate thoroughly all the coal-tar color yes which are 
presently in use with a view to possibly minimizing the hazards, if any ? 

Dr. Hurrer. Well, from an ideal viewpoint one might answer “Yes.” 
From a practical viewpoint, I only can point out that such an under 
taking would be quite expensive, would require a lot of laboratory 
space, trained personnel, and so on. So I think the best we can do 
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under the present circumstances is to concentrate on those dyes which 
for theoretical reasons may appear still to be somewhat suspicious. 

Mr. Kuiernreip. Doctor, No. 149 in this list contained in exhibit A 
for identification is listed as azo compounds. That has an asterisk, 
too, does it not ¢ 

Dr. Huerer. Yes. 

Mr. Kurinrecp. Are any of those compounds presently used in 
foods or cosmetics to your knowledge ! 

Dr. Hurerer. Well, many of our aniline dyes are azo compounds. 
For instance, vellow A. B. and yellow O. B. are azo dyes. 

Mr. Kuirerrevp. Are there any other azo dyes now in use which are 
suspected ¢ 

Dr. Hvuerer. Not among the list of the certified dyes. 

Mr. Kirinreip, Some that are not certified are suspected ¢ 

Dr. Hurrer. The best known example of that is the so-called butter 
yellow, which has not been used in American foods and cosmetics since 
1019. But T understand it is used for coloring gasoline. That dye 
will produce in rats and mice, when fed, cancer of the liver and de 
rivatives of this particular compound, dimethyl amino azo benzol. 
will produce cancer in other organs like the bladder, uterus, and so on. 

Mr. Kieinrecp. Do you know, Doctor, that various uncertified coal 
tar dyes are permitted under the present law for use in cosmetics if 
applied on the hair under certain conditions of use / 

Dr. Huerer. I have not studied that. 

Mr. Kurinreip. Doctor, No. 146 on this same list of which we have 
heen speaking is listed as arsenic and its compounds. Is arsenic a 
recognized cancer-producing agent ¢ 

Dr. Hurrrer. Yes. sir, arsenicals are known carcinogenic agents. 

Mr. Kurinrecp. What kind of cancer do they produce ¢ 

Dr. Hurver. They produce mainly cancer of the skin. Recent ex 
periences suggest that inhalation of arsenicals might produce cancer 
of the lungs. 

Mr. Kurimnereip. Are arsenicals used as pesticides / 

Dr. Huerer. Yes, sir, there are various arsenicals on the market 
which are used for that purpose. 

Mr. Kueinreip. Can the ingestion of small amounts of arsenic pro 
duce cancer, in your opinion 4 

Dr. Hurrer. Yes, I think that evidence is quite definite. 

There are two endemic foci of chronic arsenicism associated with 
the occurrence of cancer of skin among the exposed population. One 
is now extinguished. It was the area in Reichenstein where the drink 
ing water supply was contaminated with arsenic from old mine dumps. 
and there was an endemic focus of skin cancer among the population. 

There is still an active focus present in Argentina in the region of 
Cordova where they have about 100 cases of skin cancer among the 
population. It is connected with the coexistence of arsenical derma 
tosis, Which is a chronic change preceding the development of cancer. 

Mr. Kurinre.p. Doctor, small amounts of arsenic may be found on 
some foods because of the use of the arsenicals as pesticides in the 
production of these foods. May this constitute a cancer hazard ¢ 

Dr. Hurrer. It may if the arsenic contamination is sufficiently 
powerful to produce chronic arsenicism. 

The evidence comes from Germany again where vineyard workers 
in the Rhine district had an epidemic of chronic arsenic poisoning 
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between 1938 and 1942 when the use of arsenicals in vineyards was 
prohibited by law. During that period they have observed in addi- 
tion to other signs of chronic arsenicism also appreciable number of 
<kin cancers among vineyard workers. Also the persons who drank 
wine or the fresh grape juice contaminated with arsenical insecticide 
residues developed in isolated cases Cahcer of the skin. 

Mr. Kurixrecp. Dr. Hueper, it has been testified before this com 
mittee that the Pubhe Health Service conducted tests to determine 
the safe tolerance of arsenic and its compounds on foods. Are you 
familiar with that? 

Dr. Hvurper. Well, I know only the fact that they have. 

Mr. Kuernretp. Do vou know whether these tolerances were estan 
lished on the basis of the cancer-producing properties of these com- 
pounds ¢ 

Dr. Hvurpt R. They have produced—they have issued some regula 
tions on that, but sinee we do not know the minimal dose of arsenic 
which may cause cancer, I think that the regulations are based on 
toxicity and not on carcinogenicity of arsenic. 

Mr. KLernrevp. So that as a general rule, in determining whether 
a particular substance is toxic either from an acute or chronic view 
point, it does not necessarily follow that the results will indicate 
whether the substance is cancer-producing: 1s that correct / 

Dr. Hurrer. No. there is no relation between the COXICITY of a chem 
cal and its possible care inogenic action. 

For Instance, coming har k to beta naphthy lamine, beta naphthvla 
mine is very little toxic. We scarcely know of any case of beta-naph 
thvylamine poisoning among dye workers, but the substance is highly 
carcinogenic 

Mr. Kiersretp. You may have mentioned this, Doctor. If so, I will 
ask you to repeat it. Do we know the lowest level of arsenic which, 
if ingested, may produce cancer ¢ 

Dr. Hvurrer. No, we don’t know that. But Neubauer in a very large 
monograph on arsenic cancer published in 1947 in the British Journal 
of Cancer analyzed the total evidence that was available in the litera 
ture and came up with the following figures: The total amount of 
arsenic ingested by indiv iduals which developed arsenic cancer of the 
skin showed a range of 0.19 grams of arsenic to 121 grams. So the 
range is enormous, 

Mr. Kuervrecp. From what we know about cancer, if arsenic may 
be found on foods, do you think it is important to find out the lowest 
level which, if ingested, may produce cancer’ Should that be de 
termined before a tolerance is set for such a compound ¢ 

Dr. Huerrr. Yes, but from a practical viewpoint the important 
question is not the amount of arsenic per unit of food. The important 
question is the amount of arsenic consumed by the individual from 
all sources through the period of a vear, let’s say, because there are 
contacts with arsenic from various sources. Arsenic is a substance 
which is ubiquitary. We find it practically everywhere. We cannot 
avoid contact with arsenic by any means. The only thing we can do 
s minimize the contact. 3 

Mr. Ki FINFELD. That would be generally true with any subst ince é 

Dr. Hurerer. That is right. 

Mr. Kurmvrerp. We would have to take the whole picture into cor 


sideration / 
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Dr. Huerrer. That is right. For instance, we know that excessive 
exposure to sunlight will cause cancer of the exposed skin, but we 
surely cannot get away from sunlight. We only can take care that we 
are not excessively exposed to sunlight, That 1s all we can do. 

Mr. Kueinreitp. Could we take care of our exposure to ultraviolet 
lamps ¢ 

Dr. Hurrer. Well, excessive exposure to ultraviolet lamp naturally 
may also result in cancer of the skin, especially in fair-complexioned 
individuals, if that particular ultraviolet burner contained the carcin 
ogenic rays. There is a very definite range of ultraviolet rays which 
is carcinogenic, and some of the burners do not contain that range. 

Mr. Kuermrerp. Although we cannot avoid exposure to the sun— 
and I suppose we would not want to—we can be somewhat circum- 
spect and careful in using ultraviolet rays? 

Dr. Huerer. That is nght. 5 

Mr. Kuerrecp. Page 5 of the booklet marked “Exhibit A” for 
identification, A Methodology for Environmental and Occupational 
Cancer Surveys, indicates that arsenicals are used in hair lotions and 
tonics. Do you consider such use a cancer hazard ¢ 

Dr. Huerer. Well, in the sense that it just adds to the others. It 
may add to our general eXposure. 

Mr. Kuernrecp. No. 162 on the list to which we have been referring 
is listed as carbon black. What is the evidence concerning carbon 
black and its relationship to cancer ? 

Dr. Hurrer. Well, carbon black is the product of incomplete com 
bustion of various carbonaceous materials such as natural gas, petro- 
leum, oil residues, bone, and other substances. For instance, you have 
lampblack, bone black, acetylene black, depending upon the materials 
from which the carbon blacks are produced. 

Mr. Kuernrecp. What is the evidence concerning carbon black’s 
relation tocancer? Is there any evidence ? 

Dr. Hurrrr. There are a few cases in the literature of skin cancer 
umong carbon-black workers, but the main evidence is of rather recent 
date. 

Investigators of the University of Chicago—Falk, Steiner, and 
others—could isolate from carbon black, as it is used in rubber tires 
to a large degree, several known carcinogenic hydrocarbons. Ex- 
periments made with the benzol extract from carbon black in the 
hands of two investigators produced cancer of the skin in mice. 

Mr. Kuerrecp. Page 5 of the same booklet, exhibit A for identifi- 
cation, states that lampblack has been used in eyebrow pencils. 
Would such use constitute a cancer hazard ? 

Dr. Hverrer. Well, lampblack is one carbon black which contains a 
relatively large amount of tar. It is the tar content in carbon black 
which apparently is responsible for its potential carcinogenic action. 
There are carbon blacks which searcely contain any tars—the channel 
blacks, for instance, scarcely containing any tar, while the furnace 
blacks do. The lampblack contains quite an appreciable amount of 
tar, and I would feel that the application of a preparation which con 
tains lampblack over a restricted ared containing rather large num 
bers of sebaceous glands might in the long run become hazardous. 

Mr. Kirinretp. Doctor, we have been advised that carbon black is 
presently in use in various forms in other cosmetics and in foods. 
Would you consider that to be some hazard ? 
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Dr. Huerer. I am not familiar with the evidence, but I have in- 
formation from Germany that it was recently forbidden to use car- 
bon black for coloring imitation caviar. The imitation caviar, you 
know, has a reddish color, and to make it look like genuine Russian 
caviar the manufacturers added carbon black to it. That has been 
forbidden. 

Mr. Kueryrevp. Fairly recently? 

Dr. Hueper. Very recently. I have that information very recently. 

Mr. McDonoven. Doctor, is the carbon black which may bring 
about cancer a stimulant of a latent organic germ in the system that 
brings it about, or is it the material itself that causes the cancer ? 

Dr. Huerer. No, the carbon black, as I said, contains tar, and the 
tar contains known carcinogenic hydrocarbons that are chemicals of 
which. we know from experience, animal experience, that we can 
produce cancer with them. Now your question goes a little bit deeper. 
You want to know whether the carcinogenic chemical does the job 
by itself or whether the chemical stimulates something in the body ? 

Mr. McDonovuen. That is right. 

Dr. Hurrer. That is too deep. We do not know yet. 

Mr. McDonovuen. You don’t know that? 

Dr. Hevurer. No. 

Mr. McDonoven. Well, here is an individual that has no evidence of 


cancer. 

Dr. Heurrr. Yes. 

Mr. McDonoveu. And he goes into a factory and works in carbon 
black or arsenical materials or in beta-napthylamine, and he comes in 


contact with those things that produce cancer. 

Dr. Huerrr. Yes. 

Mr. McDonovexr. You do not know whether that man had any 
latent cancer germs in his system before he went to work in that 
factory ¢ 

Dr. Hvuerer. Well, I think in most of the industries where known 
cancer has existed, or where hazards exist, the employer tries to obtain 
the preemployment history of the man so he does not put a man to 
work ina Secenions operation who had already a previous significant 
exposure to another carcinogenic hydrocarbon. For instance, I would 
say men who would work in a beta-napthylamine operation should be 
questioned whether they had any previous exposures, because he may 
just be on the brink or the end of his latent period, and the factory 
which employs him lastly will get the blame and has to pay the bill for 
something somebody else has really been responsible for. 

Mr. McDonoveu. Is cancer a germ? 

Dr. Hurrer. I wouldn’t think so. Although, let’s say, human 
cancer, I don’t think we have any evidence that the fundamental 
carcinogenic mechanism is an infection, although we have evidence 
that some cancers in animals are due to a virus infection. For instance, 
some cancers in birds are known to be due to viruses. But as far as 
the human cancer is concerned we have no evidence. 

Some cancer research workers believe the carcinogenic agents stimu- 
late a silent virus infection and that the silent virus infection in our 
tissues is the actual carcinogenic cause, cancer-producing cause, but 
that is still very speculative. 

Mr. Kuerwrevp. Dr. Hueper, No. 170 on the list to which we have 
been referring is listed as chlorinated hydrocarbons. Is DDT a chlo- 
rinated hydrocarbon ? 
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Dr. Hurrvrer, Yes, DDT is a chlorinated hydrocarbon. 
Mr. Kuiernrecp. What are a few of the other chlorinated hydrocar 


bons ? 


Dr. Hvurrer. Chlordane and benzene hexachloride and there ar 


others. 

Mr. Kuernrecp. These are used as insecticides; are they not, Doctor / 

Dr. Hurrer. Yes. 

Dr. Kuermvrevp. What is the evidence, if any, that these chlorinated 
hydrocarbons may be carcinogenic ? 

Dr. Hverzr. I think we have to get away from the word “carcino 
genic” here, We have to use a more neutral term and say “tumor- 
producing,” leaving it open whether the tumors produced are actually 
carcinomas or not, or cancers or not. 

The members of the Food and Drug Administration, when feeding 
large amounts of DDT to rats, obtained in a significant number of 
the rats that were fed tumors of the liver. 

Experiments of a member of the National Cancer Institute, I am 
told, using mice, did not obtain such changes in the liver, although one 
can produce tumors of the liver with other chlorinated hydrocarbons 
Tetrachloride or chloroform will do that job when given to mice. 

Mr. Kieinretp. Do we now know what the lowest level of chlori 
nated hydrocarbons, if ingested, will cause a tumor, whether benigi 
or cancerous, in human beings? 

Dr. Hurrer. I think I should emphasize that we have no record 
of human cancer from exposure to DDT, although we have evidence 
of cases of severe liver poisoning from exposure to other more power 
ful liver toxic agents like chloroform and carbon tetrachloride, but 
none Of those chlorinated hydrocarbons so far, as far as we know, 
has caused cancer in men. 

Mr. Kurinreip. Are you aware, Dr. Hueper, there has been consid 
erable evidence before this committee that DDT is accumulating i: 
the fat of many people who are not directly exposed to it? 

Dr. Hverer. Yes. 

Mr. Kvernrecp. Would such an accumulation of DDT in the fat of 
the ordinary person, young or old, well or sick, possibly create some 
hazards? 

Dr. Hverer. I think on the basis of the evidence we have right now 
we cannot say. We have to wait, perhaps, 10 or 15 years to see whether 
such evidence may be forthcoming. 

Mr. Kieryrecp. You mean you cannot say whether it will or wil! 
not constitute a hazard ? 

Dr. Hurrer. That is right. The possibility probably will depen! 
on the fact whether the accumulation of DDT will be so extensive that 
finally damage to the liver may result. 

Mr. Kuiernretp. Do you know of any concrete evidence that such a: 
accumulation will not produce harm in the future? 

Dr. Hvuerer. That would be rather speculative. 

Mr. Kuernrevp. You don’t know, do you? 

Dr. Hverer. I don’t know that. 

Mr. Kuerreitp. You don’t know whether such evidence exists ? 

Dr. Hvuerer. No, I don’t know that. 

Mr. Kuietnretp. Nos. 187 and 188 in the list to which we have bee’ 
referring, exhibit A for identification, are listed as synthetic and 
natural estrogens. What is the evidence on those? ; 
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Dr. Huerer. Your question is highly controversial at the present 
time, and the positive evidence we have comes mainly from animal 
experimentation. We know that the administration of estrogens to 
certain inbred strains of mice wil] produce in these mice cancer of the 
breast. of the uterus, of the bladder, as well as leukemia, that is, cancer 
of the blood-forming organs. And we can get cancer of the breast 
and of the bladder in certain inbred strains of rats. But that does not 
hold true to all strains of rats. 

There is some suggestive clinical evidence. I must say here I am 
quoting only the evidence which supports the carcinogenic action, 
possible carcinogenic at tion of est rogens. 

We know that the state of excessive estrogenism in the body is ap 
parently related to cancer of the body of the uterus. That conclusion 
has been derived from the frequent coexistence of estrogen-forming 
tumors of the ovary and cancer of the uterus. 

Then we know that gynecomastia, that is hyperplasia or prolifera- 
tion of the breast tissue in males, precedes in 10 to 15 percent the de- 
velopment of cancer of the breast in males. Gynecomastia will develop 
in males under the influence of estrogen. We have a very striking 
illustration of that fact, not only from the therapeutic field where 
males were treated with large amounts of stilbestrol for cancer of the 
prostate and have developed enlarged breasts, but pharmaceutical 
workers engaged in the manufacturing and controlling of stilbestrols 
have developed swelling of the breasts, often bilateral swellings of 
the breast. 

I know of one case in this country of a chemist who was employed by 
a house in New Jersey who had both breasts amputated for benign 
tumors of the breast quite recently. 

Then we have the evidence that since 1946, when larger numbers 
of prostate cancers were treated with considerable amount of stilbes 
trol, some of these men, if they survive long enough, developed cancer 
of the breast. one side or both sides. A total of 17 cases is on record 
from here and abroad. However, the nature of these cancers is some- 
what controversial because some investigators maintain that these can 
cers are not primary but they are really metastases or daughter 
tumors from the prost rate cancer. 

Mr. KuernFevp. Doctor, is diet hylstilbest rola S\ nthetic est rogen ¢ 

Dr. Huerer. Yes, it is. 

Mr. Kvrtnretp. Would you say, from your experience, that this 
class Is suspected and that more investigation is needed to be reason 
ably certain that the addition of the substances in foods or cosmetics 
will not produce or aid in the production of cancer / 

Dr. Hurrer. I feel that rather thorough study should be made on 
that point, and the studies should be conducted mainly oh parts of the 
human population at the present time having contact with excessive 
amount of estrogens. 

Mr. Kieinrecp. You think there should be further investigation 

Dr. HvrErer. That is right. because only the human ey lence finally 
will be conclusive. We can argue the animal evidence until eternity 
and that will not give us the final answer. 

Mr. Kxieinreitp. Can you get any mdication or hint right now fro 
the animal evidence so far / 

Dr. HveEPeER. Well. I mentione | that mice and rats W il] proauct 
cancer of the breasts and of other organs when given considerable 
amount of estrogen, both males and females. 
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Mr. Kurtnrecp. Are you familiar, Dr. Hueper, with the current 
practice of implanting a 15-milligram pellet of diethylstilbestrol in the 
necks of chickens for the so-called chemical caponizing of the poultry ¢ 

Dr. Huerer. I have read about it. 

Mr. Kerrey. In view of the apparent suspicions concerning 
diethylstilbestrol in producing cancer, do you think that is a wise 
practice at this time? 

Dr. Hvuerer. Well, the dose of 15 milligrams of diethylstilbestrol 
compares pretty well with the daily dose that is given to prostate 
cancer patients which varies anywhere between 1 milligram to about 
30 milligrams per day. 

Mr. Kuetnrevp. Do you draw any conclusion from that? 

Dr. Hurrer. Well, I think the practical question that has to be con- 
sidered is whether the pellet is always implanted just beneath the neck 
or whether the pellet sometimes find its way into other parts of the 
body ; whether the farmer, for instance, for convenience sake will im- 
plant the pellet into the breast tissue, and whether he may not some- 
times think if one pellet is good, three pellets are so much better, and 
then we have the possibility that a person who consumes the breast 
meat will obtain a rather large amount of estrogen at one shot. 

Mr. Kiernreip. Dr. Hueper, the situation now appears to be this: 
There are apparently many, many thousands of farmers throughout 
the country who are implanting diethylstilbestrol pellets in their 
poultry for the chemical caponizing effect. 

In New York, recently, the Food and Drug Administration testi- 
fied before this committee that seizures of poultry in the New York 
City area within the last 6 months revealed the presence in the poultry 
of from one to four pellets, I believe, of the diethylstilbestrol, a good 
part of it apparently unabsorbed. f 

The testimony revealed, also, that some of these pellets were not 
implanted exactly where they were supposed to be implanted, in the 
base of the skull. 

Does that accentuate the problem, in your opinion? 

Dr. Hverrr. I think, as I pointed out, it does. I think on general 

rinciples it is not wise to hand over to lay persons who can scarcely 
im fair judges on the biological potency such materials and substances, 
which may prove to be a sort of biological dynamite. 

Mr. Kuirrnrevp. May it not be an actual human tendency for many 
people to say, well, if one may do the trick, perhaps two or three will 
do the trick faster. 

Dr. Hvuerer. That is not unusual. 

Mr. Kuiernrerp. And that would increase the problem, would it 
not? 

Dr. Huerer. It might. 

Dr. Mintzer. I would like to pursue that just a little further. Of 
course, we are living in an age where changes take place, and the 
changes in the scientific advances have been tremendous. 

Now, the use of estrogens by the agricultural people, the veteri- 
narians, in sheep, for instance—they feel that probably in the near 
future they may be able to increase the number of sheep. I think an 
article appeared just recently which indicated that they can get two 
lambs a year, and that the ewe will give more milk to the lambs by 
the use of certain estrogens. 
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You would not want to say that this scientific advance, this study, 
should be held in abeyance until—— 

Dr. Huerer. Oh, no. 

Dr. Mitzer (continuing). Until we learn more about it. 

Dr. Hurrer. That is an application which has really nothing to 
do with the consumption of food treated that way. 

Dr. Mitirr. They use the estrogens on the animals, not only in 
sheep but in hogs. There have been scientific advances in the use 
of aureomycin in hogs, to kill bacteria or infections which the hog 
might have, which would put them on the market earlier than you 
ordinarily have them go on the market. 

Dr. Huerrer. Oh, yes. 

Dr. Miter. All of these scientific discoveries are just another in- 
sight in what the human mind and human science can do, given proper 
scientific studies. Your work has been mostly in the field of cancer. 
You are in a position to know that sometimes people be« ome impatient 
because we do not seem to get down to some of the fundamental 
auses of cancer. I know that we are probably making some progress. 
I was just wondering whether you had felt since you made the state- 
ment about the estrogens in poultry, whether you had the same feel- 
ing about their use in sheep or in the agricultural field, where it has 
been demonstrated that the proper and judicious use of the estrogens 
can benefit agriculture / 

Dr. Huerer. No, I think there cannot be at the present time any 
objection against the use of estrogens for that purpose. What my 
doubts : ibout the advisabili ity of using estrogens in poultry come from 
is the fact that some of the estrogen may remain in the meat consumed. 
It has nothing to do with any agricultural practices used for breeding 
purposes. 

Mr. KLEINFELD. Doctor. it has been testified before this committee 
that there were currently being sold on the market certain estrogeni 
hormone preparatiol s for cosmetic purposes. 

There are creams and oils with a potency ot 
units of estrogen for a 50-day supply per jar. 

Apparently cosmetic manufacturers are advertising these products 
and are encouraging women to ne 4 ply both oils and cre ams an d lotions 
! . throat. shoulders, arms, hands, elbows, 
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on the se alp, the face, the 
and in some cases the le ‘OS, 

As many as four or more applications may be made by the same 
woman every day to different parts of the body, comprising rather 
large areas of the bo¢ ly, and these will remain on the skin usually for 
many hours, perhaps 24 hours ses de day. 

In view of the present knowledge on this subject, and looking at 
it from a possible cancer-producing viewpoint, do you think it is wise 
for women to use estrogen pre parations in such manner? 

Dr. Hvuerer. Well, from what I know and I oll seen in my 
professional life—if I were a woman, I do not think I would use 
estrogenic creams or lotions on my skin. 

Mr. Kiernrevp. Why ? 

Dr. Hvurrver. The reason would be that I cannot judge very well 
whether such applications may not precipitate the development of 
cancer of the breast or of the uterus. 

Mr. Kietnrevp. Might it be an even tougher problem if the woman 
had a history of cancer in her family? 
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Dr. Huerer. Well, I think that would be rather speculative. 

Mr. Kieinrevp. In any event, Doctor, if these estrogenic cosmetic 
preparations are permitted on the public market, do you believe that 
they should contain a warning of the possible dangers entailed in 


their use? 

Dr. Huerer. I think on general grounds that might be advisable 
or desirable. 

Mr. Kvrinre.o. For example, what kind of warning? 

Dr. Hurrer. Well, I would probably mention on the label that the 
prolonged and excessive use of that particular preparation might 
entail for predisposed persons a certain amount of health hazard. 

Mr. Kieinrecp. From the cancer viewpoint ¢ 

Dr. Huerver. Yes, from that; that is what I would have mainly in 
mind, 

Mr. Kieinrecp. No, 2320 on the list to which we have been referring, 
exhibit A for identification, is listed and entitled “Paraflin, Paraffin 
Oil, Crude.” 

What is the evidence on that ¢ 

Dr. Huerer. We know from European experience and also from 
very recently published American experience by the staff of the Stand 
ard Oil Co. of New Jersey, that workers engaged in the production 
of paraflin from petroleum oils have an excessive liability to cancer 
of the skin, mainly cancer of the scrotum. But the carcinogenic 
agent is not contained in the paraflin proper, in the purified paraflin, 
but is contained in the oil which is expressed from the crude paraffin. 

Mr. Kuernrecp. Do you know, Doctor, that paraflin or similar 
substances are used extensively as a carrying agent for various in- 
secticides presently in use / 

Dr. Huerer. I am aware that some other petroleum distillates like 
kerosene or even lighter fractions are used for that purpose. I am 
not aware that paraflin oils are used for that purpose. 

Mr. Kietmnrevp. Are you aware of any evidence to show that the 
vehicles which you have just mentioned have been tested for their 
possible carcinogenicity ? 

Dr. Hurrer. I know of one investigation of that type. 

Mr. Kieinrecp. What did that disclose 

Dr. Hurrer. The details, the detailed results, are not available to 
me, but I heard that one of the vehicles tested proved to be carcino 
genic to mict, to the skin of mice. 

Mr. Kuerreip. Do you think it would be advisable to test these 
vehicles for such purpose ¢ 

Dr. Hurrer. I think so; that would be a reasonable practice. 

Mr. Kieinrecp. Do you have an opinion, Doctor, as to whether 
various insecticides which are now in use, and which may be present 
as residues on food, have been adequately tested for their cancer-pro- 
dueing properties / 

Dr. Hvuerer. I think it is practically impossible to foretell whether 
or not a certain chemical which has never been used before in the 
human environment may or may not have a carcinogenic property. So 
if it is practicable, I think, and not too expensive, one might recom 
mend that. 

Mr. Kriermrevp. In other words, if you had the money and facili- 
ties, do you think it would be a worth-while task to conduct such an 
investigation ? 
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Dr. Hurrer. Yes, it would be; but as I wish to point out, any large- 
scale practice is not only a scientific undertaking but it is an economic 
undertaking of no small proportions. 

Mr. Kieren. Dr, Hueper, are you familiar at all with the his- 
tory of acetylaminotluorene ¢ 

Dr. Hueprerr. Yes. Acetylaminofluorene was discove red or was re- 
ported in 1941 by English investigators. It was originally developed 
as an insecticide, but when they determined the chronic toxicity of 
that compound, they found it was highly carcinogenic. At the pres- 
ent time I think acetylaminofluorene is that chemical careinogen 
which can produce cancers In more organs than any other chemical 
we know of. 

Mr. Kuiervrevo. Was the discovery that acet ylaminofluorene pro- 
duced cancer an incidental or accidental one, or was an attempt being 
made to determine that fact / 

Dr. Husrver. The authors make it quite clear in their communica- 
tion that it was accidental. 

Mr. Kuermnrecp. When was the discovery made that the substance 
would produce cancer ¢ 

Dr. Huerer. It was made in 1941, and was published in Cancer 
Research, in the first volume of that book, that magazine. 

Mr. Kueinrevp. In what part or organs of the body did it produce 
cancer ¢ 

Dr. Huerer. It would produce cancer of the liver, the stomach, the 
breast, the thy roid, the pely is of the kidney, the bladder, the female 
genital tract, the external auditory canal, and occasionally the brain, 

Mr. IL LEIN FELD. After the cliscovery that this proposed insecticide 
did produce cancer it was discarded for that use, was it not / 

Dr. Huerer. That is right. It was never used for that purpose. 

Mr. Kueinrevp. If the fact that it did produce cancer had not been 
iscertained in the accidental fashion which you mentioned, it might 
now be used as an inser ticide: is that correct ¢ 

Dr. Hurrer. Doubtlessly it would have been. 

| may mention that there is another chemical which was similarly 
discovered, and it is styryl 430, also a very complex aromatic com 
pound which was developed originally as an agent against trypano 
somiasis. When it was found out that the chemical was carcinogenic 
naturally it was not used for that purpose. But we will discover with 
such routine tests of chronic toxicity only the powerful ones, not the 
ones that are on the border line. 

Mr. Kuervrevp. After the discovery was made with respect to 
acetylaminofluorene, do you know whether a general program was 
started by anyone to test other insecticides then in use for their pos- 
ible tumor-producing or cancer-producing properties ? 

Dr. Huerer. Not that I am aware of. There natur: ally are indus- 
trial concerns that have their control operations, so they may do quite 
a bit of testing which is not published. 

Mr. Kierrevp. Doctor, in checking the publications of which you 
are an author, we have found one which concerns itself with deter- 
gents; is that correct / 

Dr. Hvuerer. That is right. 

Mr. Kuiervreto. By “detergents” do you mean a _ surface-active 
ivent ¢ 
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Dr. Huerer. Yes, a surface-active agent, a wetting agent, an emul- 
sifier, a penetrating agent. 

Mr. Kurernrevp. You mean something 

Dr. Hurrer. There are hundreds of compounds of that sort now on 
the market. 

Mr. Kiernrecp. You mean something of the same general class 
of materials which are used today in foods and cosmetics for their 
softening and penetrating and emulsifying properties? 

Dr. Huerer. That is right. 

Mr. Kternretp. These are also called wetting agents, I think you 
said ¢ 

Dr. Hvurrrr. That is right. 

Mr. Kierrevp. Do you know of any cancer research which has been 
done with detergents? 

Dr. Hurrer. From the published reports I do not feel that there 
have been tests to any 4 pmnncg degree for carcinogenic properties. 
I do not think anybody has gone into that phase very well. 

Mr. Kuiernrecp. Do you think anybody should? 

Dr. Huerer. I think so, because quite a number of them are aromatic 
compounds; they are not all aliphatic compounds. 

Mr. Kirinreip. Some research has been done, has there not ? 

Dr. Hurper. But they have been used in experimental work as emul- 
sifiers of carcinogenic hydrocarbons, fed to mice, in attempts to pro- 
duce cancer of the stomach and cancer of the intestinal system. 

They were used for the purpose of enhancing the penetration—first, 
to increase the dispersion of the carcinogenic hydrocarbon into the 
vehicle, and incidentally also one would produce an increased per- 
meability of the gastrointestinal mucosa to these hydrocarbons, and 
that has been shown by Finnish workers very brilliantly with fluor- 
escent light. 

Mr. Kiernrevp. I think you said that you believe considerably more 
research work is needed ? 

Dr. Hurrer. That is right. 

Mr. Kurrnreip. Would you say, Doctor, that these detergents or 
wetting agents may favor the penetration of various carcinogenic sub- 
stances into the system, thus increasing the cancer hazard involved! 

Dr. Huerrr. Well, let us point out here that you are talking about 
detergents in general, and not about any specific detergent. 

Mr. Kietnretp. That is correct. 

Dr. Hurrer. That is the conclusion which the Finnish workers ar- 
rived at, that they could produce cancer of the stomach when they 
solubilized the carcinogenic hydrocarbons in a watery medium they 
could produce cancer of the stomach with a very low dose of carcinogen 
in a very short period of time. 

Mr. Kuetnrevp. Is it not true, Dr. Hueper, that some types of sur- 
face-active agents occur naturally in the food we eat? 

Dr. Huerer. That is right. We have always surface active agents 
in our food. 

Mr. Kuieryrecp. Would the addition of other surface active agents, 
or even greater quantities of those that occur naturally, possibly in- 
crease the risks so far as cancer is concerned ? 

Dr. Hverrer. That would somewhat depend upon the chemical na- 
ture of the particular detergents. 
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Detergents are anionic, cationic, or nonionic. If one mixes anionic 
and cationic, that might destroy their action. So one would only say 
that if the detergents are of a compatible type there may result an 
accentuation of their action. 

Mr. Kuernrevp. I gather from your testimony, Dr. Hueper, that 
even natural substances, even natural surface active agents normally 
in the body, may possibly be a factor in the production of cancer. Is 
that a fair statement ? 

Dr. Hverer. Would you repeat that question ? 

Mr. Kiernrewp. I believe I gathered from your testimony that even 
substances naturally in the body, surface active agents particularly, 
naturally in the body, might possibly be a causative factor in the 
production of cancer. 

Dr. Hvurrrer. I do not think I would like to commit myself on that. 

Mr. McDonovcu. Pardon me. In other words, is it not possible 
to develop cancer except by some outside contact? The question he 
asked is, Is there anything in the human system that brings about 
cancer without contact from something on the outside. 

Dr. Hurrer. Well, we talk about the so-called endogenous carcino- 
gens, which are agents that are produced in the human body or in 
the animal body. 

I would consider that as quite possible. The hormones, the estro- 
gens, for instance, would go into that category. 

Mr. McDonoveu. You mean the natural estrogens, not the chem- 
ical or synthetic ? 

Dr. Huerer. That is right; or abnormal products of the steroid 
group might go into that line which are produced by disturbing the 
hormonal metabolism. But you see, we are not sure about that, but 
there is suggestive evidence which would support such a finding. It 
is by no means—I would not like to leave the impression that every- 
thing is environmental. 

Mr. Kuerrevp. Looking at it from another angle, Doctor, the fact 
that a substance may occur naturally in a food which we may eat, 
does that mean that it is perfectly safe ¢ 

Dr. Huerer. The natural detergents ? 

Mr. Kiernrevp. Yes. 

Dr. Huerer. Well, I think living is a little bit risky, as it is. 
| Laughter. | 

I do not think we can make living a hundred percent safe. 

Mr. Kuernrevp. That is right. That is the point I am trying to 
make, Doctor. ‘There are some things we just cannot avoid. For 
example, you mentioned sunlight. 

Dr. Hurrrr. That is right. 

Mr. Kuernrevp. Of course, we have to live, and we have to eat foods, 
but there may be some substances in natural foods that you may be 
suspicious of, is that correct ? 

Dr. Hvurrrer. There may probably be very distinct individual dif- 
ferences, too, of a constitutional factor that will enter into that picture. 

Mr. Kiernrevp. As you say, we have to keep on living as best we can, 
and thus eat, foods with various things which are naturally within the 
foods. Does that mean we have to be less careful of the things we add 
to our food supply and cosmetic supply ? 

Dr. Huerrr. No. I think we should be conscious of our environ- 
ment. Perhaps we have not been conscious enough. If we look over 
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our more recent medical literature we have become conscious of a new 
type of medicine which is called environmental medicine. That is 
something new. The environment has always been with us, it only 
changes somewhat, and the factors in our environment which may 
cause disease change as we develop industries and our agriculture and 
whatever we do, so, there are very definite limiting factors to that. 

Mr. Kurinre.p. If we want to add various surface active agents to 
our food supply, do you think they should be carefully studied from 
the possible cancer-producing viewpoint ¢ 

Dr. Hvurrer. If that is practicable, I would advise that. 

Mr. Kiernrevp. Is there any relationship, Dr. Hueper, between the 
duration and intensity of exposure to a carcinogen and the production 
of cancer? 

Dr. Huerer. Yes, there is a very definite relationship. 

The higher the dose or the more intense the exposure and the longer 
the exposure the quicker will be the development of cancer, in a 
general way. 

Mr. Kuernrevp. Must there be a continuous exposure in order to get 
cancer ¢ 

Dr. Hurrer. No, that is not necessary. For instance, many of the 
occupational cancers are due to intermittent exposures. 

Mr. Kiernrecp. Must there necessarily be a large degree of 
exposure ? 

Dr. Hverer. That entirely depends upon the type of carcinogen. 
For instance, exposure to beta-naphthylamine to produce cancer of 
the bladder may apparently be very minute. 

The medical director of the du Pont Co., Dr. Gehrmann, in one of 
his papers states that workers employed in an old plant formerly used 
for the production of beta-naphythylamine, may run a bladder cancer 
hazard. So the exposure under such conditions must be very minute. 

We have some experimental evidence about the smallest amount 
of carcinogen which may produce a cancer in a mouse. It is 0.4 micro- 
gram or four-tenths of a thousandth of a milligram, but there are 
still many billions of molecules in that dose, so we are still pretty 
far from producing a cancer with one molecule of carcinogen. 

Mr. McDonoveu. You say the minimum dose is 0.4 gamma ?/ 

Dr. Hvurrer. With which we have been able to produce e a cancer. 

Mr. McDonoven. You have been able to produce with that? 

Dr. Ifverer. Dr. Shear from the National Cancer Institute 

Mr. McDonoven. Yousay by 

Dr. Hurrer. By injection in the mouse. 

Mr. McDonoven. Ina mouse? 

Dr. Hvurrrr. In a mouse; yes. Where we stand witl « human be 
ing we do not know at all. We have no definite information at all 

Mr. McDonoven. Would you say that the amount that would 
cause cancer in a human being would be greater than that? Of course, 
the mouse is not as—— 

Dr. Hvurrrr. No. 

Mr. McDonoven. (continuing). Resistant as the human being 
would be, is he? 

Dr. Hvurrrr. No, you cannot argue quite that way. If the material 
stays in one spot and has concentrated action it may be very small. 
It may not be very large at all, the amount. 
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You see, if you distributed the small amount over the entire body 
you get a much larger spread, but if the material action is from one 
single focus, you may need only a very small amount. 

Mr. McDonoveéu. Then it spreads through the system / 

Dr. Hurrer. Well, it may ‘ 

Mr. McDonovueu. It may? 

Dr. Hurrer. It may and it may not. 
of the material. 

Dr. Minier. Mr. Counsel, I will have to leave shortly, and I want 
to ask the doctor some questions. 

The doctor is an expert on cancer, and he may confound and confuse 
some of the minds Upon this side of the table. But to be practical 
about it, do you have any thoughts or any ideas about legislation that 
might be needed to correct any of the problems that you raised here 


It depends on the solubility 


this morning ¢ 

Dr. Hurrer. It may be advisable to have laws which require that 
all new chemical additives to foods are previously tested for toxic and 
possibly carcinogenic propert ies. 

Dr. Minter. Would you include cosmetics in that 

Dr. Huerer. Oh, I sure would. 

Dr. Mitier. The committee, of course, will be interested in that 
phase in its report. 

Of course, a human being, being so complex as it is, what might 
be one person's food might be another one’s poison 

Dr. Huerer. That is quite right. 

Dr. MILLER (continun gi). As we have heard: and I think probably 
it is true that we react differently. There are so many things that we 
do not know, that I sometimes think perhaps the human race would 
be happier if we could accept the theory of acceptability, accept things 
as they are, and do the best we can with them. If we can grow old 
gracefully and cont nted in mind and spirit, whiy, maybe we have 
completed the cycle and function of life. 

However, here we are dealing with a complex and intricate subject of 
chemicals, The reaction you might get in one person might be differ 
ent in someone else. 

l am wondering just how long it is going to take to reach definite 
conclusions as to whether this detergent or this chemical should o1 
should not be used in food. 

It sometimes seems to lay people that the scientific pe ple proceed 
why there is cancer, what causes it. and how to 


rather slowly as to 
That would be applied to polio and other 


diagnose and stop it. 
diseases. 

The question I wanted to ask was whether you would want to hold 
up the complete use of many of these chemicals, ban them entirely, 
until science may or may not have found an answer as to whether thev 
are good or bad for the human being ¢ , 

Dr. Hvuerer. If you would apply that strictly, I think at the present 
status of our knowledge you might have to close down quite a bit of 
our industrial establishments. 

Dr. Miter. That is quite right. 

Dr. Huerer. I do not think you can do that here. 

Dr. Mriier. In other words, we learn about many of these things 
by trial and error—we reach the conclusion through trial and error. 
Dr. Huerer. That is right. You have to do some selection. You 
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have to run certain things on a priority basis because they are either 
mainly used; they are really 

Dr. Mutter. That is right. 

Dr. Huerer (continuing). Products which constitute a general 
hazard to which larger portions of the population are exposed, or 
there is some indication from theoretical grounds or practical grounds 
from other fields that a certain material may be hazardous. I think 
that is the only thing one can do right now. But I think that that 
somewhat discouraging fact should not hold us back from doing some- 
thing, and not do anything. We should not do nothing. 

Dr. Mitier. Yes, I favor that because I am sure that neither you 
nor our counsel wanted to leave the impression that sunlight was not 
good for some of us, because Florida and California might object 
having that in the record. [Laughter.] 

I think the judicious use, perhaps 

Dr. Huerer. Yes, that is right. 

Dr. Minter. That is the word you should use, and which should be 
beneficial, and the judicious use of food, perhaps, is good for the 
human being. 

Some of us dig our graves with our teeth—— 

Dr. Hurrer. That is right. 

Dr. Mruier (continuing). By eating too much and eating improper 
food. But the thing I wanted to ask you is what suggestions you might 
give to the committee on this use of estrogens? What recommenda- 
tions on the use in toilet preparations, cold creams, etc.? What recom- 


mendations on the use of chemicals in food? I would appreciate your 
viewpoint. 

Dr. Hurrer. I would feel that the uncontrolled use of any known or 
suspected agent with carcinogenic tea is not advisable, and 


that certain control measures should be taken. 

For instance, you mentioned estrogens. I do not feel that one can 
give to the average farmer estrogen preparations without exerting 
some control so that they are actually implanted where they should be. 

Mr. McDonoven. What about estrogenic hormones? We had evid- 
ence before the committee previously that the application of estrogenic 
hormones to the surface of the skin was more dangerous than taking 
it through the alimentary canal, that it was more quickly absorbed. 

Dr. Hvurrrr. Especially, for instance, if you use an ointment which 
contains a detergent, you can bring estrogen very quickly through the 
human skin. 

Mr. McDonovueu. You mean that in the use of estrogenic hormones, 
in the application of stilbestrol or in cosmetics through oil or creams, 
they should be under more control than they are at the present time 
in protecting public health? 

Dr. Hvrrer. From my personal viewpoint, yes. 

Mr. McDonoven. From your personal viewpoint? 

Dr. Huerer. Yes. 

Mr. McDonoven. Do you see that in a practical way insofar as 
legislation is concerned ? 

Dr. Huerer. Well, if you put a warning on the label, I think you 
will have a really good effect. 

Dr. Mriier. Would you do that with softeners used in bread? 

Dr. Hvuerer. If you can show, if you can demonstrate, that the 
material is hazardous to health. 
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Dr. Mutter. If you can show that? 

Dr. Hvuerer. That is right. Naturally, you would have to show 
that. Nobody can pass regulations without a factual basis. 

Dr. Mitier. That is a pretty big “if,” is it not? 

Dr. Huerer. That is right. One has to base any law on some evid- 
ence. 

Mr. McDonovuen. Of course, in the environment, in an industry 
where the workman is exposed, that is the responsibility both of himself 
and the plant management; that is not of general application to the 
public. 

Dr. Huerer. That is right. 

Mr. McDonoven. And there should be precautions used there in- 
sofar as safety to the health of the individual is concerned. But where 
they are delivered to the public over the counter, sold and bought 
promiscuously, you think the only precaution necessary is a precaution 
on the label ? 

Dr. Hvuerrer. For some materials that might be sufficient. But 
for materials for which we have very definite evidence that they are 
hazardous in the amounts present in the food, no; I probably would 
use very much stronger measures. It depends entirely on the type of 
evidence that is available for a particular compound. 

The CHarman. Go ahead. 

Mr. Kieinreitp. Are you generally familiar, Doctor, with the new 
drug section of the Food and Drug Act? 

Dr. Hurrer. In a very general way; yes. 

Mr. Kuiernretp. You know that provides generally that before a 
new drug, as defined in the statute, may be placed on the market, 
evidence as to its sa fety must first be presented to the Food and Drug 
Administration?’ Do you know whether that has, as far as you know, 
hindered progress and research in the drug field ? 

Dr. Hurerer. Not from my observations in the pharmaceutical in- 
dustry. 

Mr. Kiernrevp. Again under that section as applied to new drugs, 
a manufacturer has the burden of proof of establishing that the prod- 
uct, the new drug he wants to put on the market, is safe. He must 
prove that. 

Is there any reason why a manufacturer who is putting out a chem- 
ical for use in a food should not have the same burden of proof 
imposed upon him? 

Dr. Hvuerrr. Probably the population is exposed to materials in 
food more than any other anaes Certainly they are exposed more 
than they are to cosmetics or medicines; and from that viewpoint 
alone I think it would be advisable that chemical additives to foods, 
especially any one which might be introduced in the future, be tested 
for toxic properties, especially toxic properties which might become 
manifest in the very prolonged exposure in relatively small doses as 
they may exist in the food. 

Mr. Kuernretp. Is it not a fact, Doctor, that a cancer may develop 
even though no toxic symptoms may display themselves for consid- 
erable periods of time? 

Dr. fasoen. That is correct. 

Mr. Kuernrevp. So that cancer may develop many years after expo- 
sure to a particular substance has ceased; is that correct ? 
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Dr. Hurrer. That is correct. 

Mr. Kuieryrevp. Do related chemical compounds necessarily have 
the same effect, as far as cancer production is concerned ? 

Dr. Hvurrrer. No; there is a very great specificity in the carcinogenic 
action of related compounds, as I pointed out already before. 

Mr. Kieinreip. This may be repetitious, but is it a fact that you 
can be in contact with a carcinogenic agent for a long period of time 
and not feel any ill effects, or show any toxic symptoms, although the 
agent eventually does produce a cancer? 

Dr. Hurrer. That is correct; such examples exist. 

Mr. Kuernreip. Doctor, in testing with respect to carcinogenicity, 
is it sufficient that a particular chemical used in a food or cosmetic 
be tested by itself, or should it be tested in conjunction with the other 
components of the product, and possibly other products customarily 
used by people ¢ 

Dr. Hurrer. It should be tested both ways. If a chemical goes into 
food material, it should be tested alone as well as in conjunction with 
the vehicles in which it is ingested. 

Mr. Kiernretp. Why is that, Doctor? 

Dr. Hvurrer. The vehicle as such may act either as an inhibiting 
agent or as a favoring agent. 

Mr. Kietnrecp. What kind of tests do you believe should be per- 
formed ? 

Dr. Hurrer. The material should be introduced through various 
routes, and various species should be used in testing the material. 

Moreover, it would be advisable to observe also the offspring so as 
to obviate any transplacental action of such a material. 


Mr. Kixtnrevp. Are you saying there should be several species of 
animals and more than one generation ? 

Dr. Hvuerer. That is right. 

The Cuarmman. Doctor, in behalf of the committee, and personally, 
I want to express to you our thanks for your time and effort in com- 
ing here and attempting to help us out on these complex problems that 


we have. 

I am sorry that more of the members of the committee were 
not here. Two of them are ill, and one has other committee work, 
but I am sure they will get the benefit of your testimony by reading 
it in the record. 

We are indebted to you. 

Dr. Hvueprer. Thank you. 

The CuarMan. We are indeed indebted to you for a comprehensive 
report. 

Mr. Kuernrecp. Mr. Chairman, just one more thing. I have a let- 
ter here dated January 2, 1952, received from the Surgeon General of 
the Public Health Service, which furnishes reports on data acquired 
by the Public Health Service laboratory in Wenatchee, Wash., and 
the Communicable Disease Center at Savannah, Ga., on the presence 
of pesticides, particularly DDT, in human fat samples and on the 
pesticidal reabllaie on food products. I suggest that this be placed in 
the record. It is about a three-page report. 

The Cuarrman. So ordered. 
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{ Che document referred to follows:) 
FeperaL Security AGENCY, 

Pustic HEALTH SeRvIcr, 
Washinoton, D.C. January 2, 1952 







lion. JAMES J. DELANEY, 
House of Re presentatives, Washington, a i. 
Dear Mr. DELANEtY: This is in further reply to your request of December 3, 
1951, for reports on data acquired by our laboratory in Wenatchee, Wash., and 
on the presence of any 








by our Communicable Disease Center at Savannah, Ga., 
pesticides in human fat sumples and on the pesticidal residues on food products. 

Enclosed is a brief report which summarizes all of the data obtained by these 
laboratories up to the present time \s vou know, the investigative work is still 
under way and additiona nformation will become available in the future. 
Meantime, if there is any additional assistance which we may give you in con 
nection With your investigations, please do not hesitate to call upon us 


Sincerely yours 









LeoNARD A, SCHEELE, 
Surgeon General. 
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SUMMARY OF INVESTIGATIONS ON DDT 
HuMAN Fat—TECHNICAL DEVELOPMENT BRANCH, COMMUNICABLE I[)ISEASE 


CENTER, PUBLIC HEALTU SERVICE, SAVANNAH, GA 










The increasing use in recent years of insecticides on crops which are to be used 
as food has caused concern as to the possible hazard of these insecticide resi 
dues. One of the most important compounds in this respect is DDT, both because 
f its very wide use and its resistance to breakdown by weathering. The Com- 
municable Disease Center of the Public Health Service has approached the study 
of this problem from two angles 1) Determination of the amount of DDT 
residue found on representative samples of fruits at harvest, and (2) analysis 
DDT content of human fat taken from volunteers reporting wide ranges of 












tor 






exposure. 
Tree fruits were chosen as the subject of the residue study, since they ordinarily 


t of insecticides during their growth, and are con 






receive a considerable amou 
sumed, usually, without processing. 

A total of 98 determinations for DDT residue were run on various samples 
of washed apples collected in north central Washington. The average DDT 
ontent was found to be 1.8 parts per million. A series of 13 analyses carried 
out on pears showed an average DDT residue of 0.9 parts per million. It may 
seen that the DDT residue of the pears tested is considerably less than that 
of the apples. Some variation was also found in the DDT residue of different 
it is possible that this difference can be explained by the 












varieties of apples. 
DDT-retentive oil and wax content of the cuticles. 

An attempt was made to find a correlation between the DDT residue on apples 
ind pears and the spray practices used in their production. When DDT in water 
suspension was applied by ground equipment, the average residue on the fruit at 
harvest was found to be in direct ratio to the amount of DDT applied. The resi- 
due appeared to be less when DDT was applied as a dust than when an equal 
imount was applied as a water suspension. 

In addition to the study of the actual residue present on food, a study of the 
This was done by 












degree of exposure of the population to DDT is desirable 
obtaining fat samples from human volunteers, and determining the DDT-content 
An effort was made to obtain these samples from persons repre- 
Specimens were solicited from persons 
extensive 






of the sample. 
senting a wide range of DDT exposure 
having no known contact with DDT as well as from those having 
occupational exposure 

As of this date, a total of 113 human fat samples have been analyzed for 
DDT content. The mean value of the DDT content of 111 of these samples taken 
from persons with moderate or no known exposure is 6.41 parts per million 
(p. p. m.). The highest DDT content observed in two workers with extensive 
exposure was 91 and 291 parts per million. 

A breakdown of these samples from a geographical point of view is of some 
interest. Part of the specimens were taken at Savannah, Ga., which is situated 
n a nonagricultural area where the exposure of the populace should be minimal; 
taken at Wenatchee, Wash., which is in the heart of an 
















the remainder were 
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agricultural section where the use of insecticides is intensive. Thus, a com- 
parison of the DDT content in fat from these two areas should give some insight 
into the comparative exposure of the populace of the two regions. The mean 
value of the DDT content from 47 fat samples taken at Wenatchee, Wash., 
was 5.741.038 p. p. m.*. The value for the 52 specimens collected at Savannah, 
Ga., was 6.62 p. p. m.+1.75. Thus, it appears that there is no significant differ- 
ence between the DDT content of human fat samples taken in these two areas. 
The value for 12 other specimens taken in widely separately areas in Georgia, 
Virginia, and California was 9.17+3.87. Again no significant difference is 
apparent. 

A breakdown of the reported cases on the basis of degree of exposure was 
also made. As mentioned above, 2 out of 113 patients were outstanding because 
of their extensive exposure. Both were employed to work directly with DDT 
40 hours a week for 6 to 9 months per year. One man who worked chiefly with 
5-percent emulsion showed a DDT value of 91 parts per million. A second test 
made approximately 2 years after he discontinued exposure showed a value of 
30 parts per million. The second patient who was exposed to 25 and 35 percent 
solutions of DDT showed a value of 291 parts per million. Later, when tested 
after a winter rest period he showed a value of 240 parts per million. Both 
men were hospitalized for careful examinations on two occasions and no illness 
attributable to DDT could be found. 

Among the 111 cases taken from the general population an extreme range 
of 0 to 68 parts per million was found. Eleven cases showed values from 20 
to 68 parts per million and of these cases 4 gave a history of no known exposure 
to DDT. The others had, at most, only moderate exposure. The wide range 
of values fotind for the general population has been reported by other labora- 
tories but cannot be explained at this time. 


The Cuamman. Is there anything else? 


Mr. Kiernrevp. No. 
(Whereupon, at 12:05 p. m., the committee adjourned, to reconvene 


at the call of the Chair.) 


1 Standard error of the mean. 








CHEMICALS IN FOODS AND COSMETICS 


THURSDAY, JANUARY 31, 1952 


House or REPRESENTATIVES, 
SeLecr Commitrese To INVESTIGATE THI 
Use or CHEMICALS IN Foops anp CosMETIcs, 
Washington, D. C. 

The select committee met (pursuant to H. Res. 74, and H. Res. 447, 
82d Cong., Ist sess., continuing the investigation and study begun 
under authority of H. Res. 323, 8ist Cong., 2d sess.), at 10 a. m., in 
room 445, Old House Office Building, Hon. James By Delaney, chair- 
man, presiding. 

Present: Representatives Delaney of New York, Jones of Missouri. 
Miller of Nebraska, Horan of Washington, and McDonough of 
California. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel. 

The CHAIRMAN. The committee will come to order. 

Call the first witness, Mr. Kleinfeld. 

Mr. Kuernrevp. Dr. Cox. 

The CHarkMAn. Your name and address, Dr. Cox? 

Dr. Cox. L. G. Cox, Canajoharie, N. Y. 

(The oath was administered by the chairman. ) 

The CuHarrMan. You may proceed, 


TESTIMONY OF L. G. COX, PH. D., BEECH-NUT PACKING CO., 
CANAJOHARIE, N. Y. 


Mr. Kuernretp. What is your academic background, Dr. Cox? 

Dr. Cox. I did my undergraduate work at the Unievrsity of Calli- 
fornia. I did a year and a half of graduate work there, and I came 
to Cornell Univers CY al d obtained my Ph. D. degree in plant physiol 
ogy, with minors in organic chemistry and soil science. 

Mr. Kuiemretp. When did you obtain your Ph. D.? 

Dr. Cox. 1942. 

Mr. Kuernrevp. What did you do subsequent to 1942 ¢ 

Dr. Cox. Subsequent to 1942 I was teaching assistant in forestry 
ecology, University of California, for 2 years; also taught forest sur- 
vey and forest mensuration for two terms at the University of Cali- 
fornia summer camp. At Cornell I was research assistant in forest 
physiology from 1938 to 1941 and from 1941 to 1942 I was an instruc 
tor in teaching the physiology of plant propagation. 

Mr. KLEINFELD. How long have you been with the Beech-Nut 
Packing Co. ? 

Dr. Cox. Five and one-half years. 
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Mr. Kixinrevp. Generally speaking, what are your duties ¢ 

Dr. Cox. I am in charge of special technical projects, which in 
volves practically all of our outside research projects and cuts across 
more phases of our food business. I have been in and out of 
tically every research project within our business in some tochinic < 

capacity. 

Mr. Kurmrevp. Will you please read your statement, Doctor. 

Dr. Cox. My name is L. G. Cox. Iam in charge of special technical 
projects for the Beech-Nut Packing Co., which manufactures baby 
foods, peanut butter, coffee, and chewing gum. 

Prior to the commercial introduction of DDT as an agricultural 
insecticide, our quality control program consisted of close bacteriologi- 
cal supervision of equipment, raw materials, and finished products; 
routine insect fragment and mold counts and chemical analyses for 
lead, arsenic, fluorine, and occasionally copper. Periodic checks were 
made on agricultural raw materials as they arrived at the plant, again 
at the end of the customary preparation procedures of washing and 
peeling, and finally on the finished product, in accordance with well 
established methods of analysis acceptable both to the National Can- 
ners Association and the Food and Drug Administration. In general 
a simple wash was suflicient to remove most residues, but on some fruits 
an acid wash was occasionally required to remove excessive residues of 
lead and arsenic. 

The advent of DDT gave us higher quality fruits and vegetables 
than we had been able to obtain heretofore. But, it also presented a 
new residue problem with respect to methods of analysis adapted to 
the minute residues existing on or in food products, methods of eco- 
nomical residue removal, and tolerance standards for residues in the 
finished product. 

Our management imme diately made the decision to employ compe 
tent chemists in order to develop suitable methods of residue analysis 
and removal, and gave others of us the responsibility of becoming inti 
mately acquainted with those developments in new pesticides pertinent 
to our business. This has led to the development of a considerable 
research program within our own laboratories, supplemented by 
grants-in-aid to universities, experiment stations, research institutes, 
and even the Bureau of Plant Industry of the United States Depart 
ment of Agriculture. Our research staff worked closely with the 
American Medical Association, the Food and Drug Administration, 
the United States Department of Agriculture, the American Chemica! 
Society, the National Research (¢ ‘ouncil, the National Canners Asso- 
ciation, various insecticide manufacturers, trade associations, and farm 
organizations. Eventually we were associated with the formation of 
the pesticide committee of the American Medical Association, the 
pesticide subdivision of the American Chemical Society, and the food 
protection committee of the National Research Council. 


WHY BEECH-NUT DEVELOPED A POLICY OF MINIMUM PESTICIDAL RESIDUES 
IN FOODS 


Why did we as early as 1947 deem it necessary to undertake such an 
extensive and extremely expensive research program on pesticidal 
residues? Our immediate obligation was to protect the consumer of 
our products. To do this we immediately had to develop methods of 
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residue analysis in order to determine whether or not we were pro- 
viding that protection. Our second obligation was to our stockholders 
to develop efficient methods of residue removal and an agricultural 
procurement program which would allow us to operate at a profit. 
We couldn’t take the attitude that all insecticides were harmful, 
because we needed the production of quality fruits and vegetables at 
a reasonable price. ‘To achieve this we had to determine which pesti- 
‘ides were effective in use, yet safe for our purposes. 

How did we proceed in formulating a procurement procedure and 
poliey which gave us raw materials with minimum residues, and how 
did we arrive at what we concluded to be a safe residue tolerance in 
the finished product? First of all we had to obtain facts, either from 
the published literature or from our own research efforts. Let me 
quickly summarize our basic reasons for arriving at our present op- 
erational policies pertaining to DDT and related insecticides. 

zs Toxicological and related data: The msect hk ide DDT as well 
is closely related chlorinated hydrocarbons has certain properties 
\ his h. in the absenk e of vood inf rmation to the ( ontrary, have forced 
us to adopt a near zero tolerance level in baby foods. From the pub- 

shed literature and research programs which were in progress, the 
results of which have since been published, we have accumulated cer- 
tain basic information which led us to this policy. This informa- 
tion may be summarized as follows: 

(a) A relatively high order of chronic toxicity to which there may 
be individual variations in susceptibility. 

Primary consideration was given to the evidence that young animals 

re usually more susceptible than older ones and occasionally exhibit 

marked changes In certain organs, even though body growth may be 
normal, when subje ted to the chronic toxic effects of DDT and re 
lated chlorinated hydrocarbons. 

Fitzhugh (8) noted the storage of DDT in rats along with histo- 
pathological effects on diets as low as 10 parts per million, and that 
70) parts per million diets reduced the number of v eanling rats. Later 
Lebman (15) reported that rats can begin storing DDT at dietary 
levels below 1 part per million, and accumulate it in body fat in con- 
centrations of 6 to 28 times that of the origi al level in the diet. A 
continued intake of 5 parts per million produces definite but minimal 
liver damage, and the rate of disappearance of DDT from body tissue 
is slow. 

Radeleff and Bushland (18) (18a). following a series of deaths to 
young farm animals from commercial treatment by recommended 
sprays and dips for control of cattle ticks, inaugurated experiments 
which demonstrated that suckling calves are more susceptible to ben- 
zene hexachloride, chlordane, and toxaphene than older animals. 
More recently during the current hearings, Dr. Harris of the Utah 
Agricultural Experiment Station (12) has said that young turkey 
poults exhibit a mortality of 31.5 percent when fed alfalfa hay con- 
taining DDT levels of 100 parts per million. 

With regard to other changes occurring in certain organs at levels 
of DDT intake at which body growth was apparently normal, Bur- 
lington and Lindeman (3) treated white leghorn cockerels, beginning 
8 days after hatching with levels of DDT at which body growth was 
normal, and found that development of the testicles. comb, and wat- 
tles was greatly inhibited. They suggest that DDT may exert an es- 
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trogen-like action similar to certain sex hormones. Likewise, Emmel 
and Krupe in Germany (7) had previously found that DDT accumu- 
lated in lipid rich organs such as the testicles, thyroid, and adrenals. 

With respect to laying hens, Rubin, Bird, Green, and Carter (21) 
found that levels of DDT feeding at approximately one-half the 
lethal dose resulted in reduced egg production and hatchability of 
the eggs. Along the same line, Tauber and Hughes (22), noted that a 
diet of 100 parts per million of DDT significantly reduced the choles 
terol content of the ovaries of female rats, and suggested that choles 
terol may be a precursor of progesterone, one of the sex hormones. 

The American Medical Association has recently reviewed the 
pharmacologic and toxicologic aspects of DDT (2) and states that— 

Chronic DDT poisoning may result from the ingestion of small amounts of 

the material over a long time. Since the chemical is irregularly absorbed, the 
level, below which adverse long-range effects are absent, is unknown. 
They also give emphasis to the Food and Drug Administration hav- 
ing suggested a tolerance of five parts per million as the upper limit 
on any single item containing DDT residues for human consumption, 
and less than one part per million if all food is contaminated. 

(b) DDT tends to be stored at low levels of dietary intake. There 
is a tendency for it to accumulate in body fat and certain organs at a 
higher level than the dietary level, and the subsequent rate of dis- 
appearance of DDT from body tissues may be slow. 

Since we are manufacturers of baby food, we have had to take into 
account all those factors—prenatal, environmental, physiological, and 
structural—which may cause a baby to react to food residues in a 
manner different from the adult. 

With regard to prenatal factors, Kinnegan, Haag, and Larson 
(13) reported that both DDT and DDD are stored in the fatty tissues 
of degs, and both are transported across the placental barrier to the 
fetus. More information of this type is badly needed, particularly in 
humans. With respect to humans we have indirect data that is of 
interest, from Lehman (15), and Laug, Kunze, and Prickett (14), 
which indicates that mother’s milk in certain areas may already be 
averaging 0.14 parts per million DDT, and human body fat may be 
averaging 5.1 parts per million DDT. The fragmentary data which 
we have been able to assemble to date indicates, at least, that the new- 
born baby may already have a slight amount of DDT stored in its 
tissues, and be receiving additional amounts via its mother’s milk 
prior to the time it is ready for commercial milk or baby food. We 
are, therefore, of the opinion, that any insecticide residue which tends 
to accumulate in fatty tissue, should be eliminated insofar as possible 
from the baby’s diet at the time when milk and prepared baby foods 
are the major part of its diet. 

And when I say we are of that opinion, that is as far as our own 
business is concerned, and the way we operate. 

Young animals certainly possess the ability to accumulate DDT in 
body fat and other tissues in a manner comparable to older animals. 
We have occasion to believe that in some cases they may tend to ac- 
cumulate it toa greater degree. Certainly, in the case of infants where 
there is a relatively high proportion of body fat as compared with 
adults, we can take few chances with accumulated residues of DDT, 
or other similar substances, suddenly being released by one of many 
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infant disorders, which may cause sudden and appreciable loss of 
body weight through rapid fat metabolism. 

Fortunately, we have learned to live with DDT on fruits, at least, 
through the development of adequate washing or peeling procedures. 
On potatoes and root crops it presents no p roblem. On le afy vege- 
tables we do have to avoid the presence of residues at time of hs irvest, 
because we have no completely satisfactory method of washing, 
which leaves the vegetable in a condition for further processing. We 
have also had difficulty with apricots, which when fully ripe, as we 
process them, cannot be pee ‘led or given a hot detergent wash. For- 
tunately parathion and a oem insecticides, whose residues are com- 
pletely decomposed by harvesttime, can be used on this fruit with 
safety. 

The lack of adequate analytical methods of residue analysis: At 
the present time we have good analytical methods for DDT, DDD, 
parathion, benzene hexachloride, methoxychlor and a few other in- 
secticides which are not in general use, Unfortunately, we lack satis- 
factory analytical methods for chlordane, toxaphene, aldrin, dieldrin 
and heptachlor, all of w hic h are either in general use, OF show promise 
of being used on certain crops for which they are badly needed, and 
if we want to get the quality of food we desire we are going to have 
to continue to look for good insecticides for which we have a safe 
story. 

Due to our lack of analytical methods, we were obliged to establish 
an elaborate field survey program through our agricultural purchasing 
department, and enforce it by a growers contract which prohibits 
the use of certain questionable pesticides. Some time ago, we re- 
ceived field samples of cabbage, which yielded considera! le amounts 
of an unknown residue in one stage of our DDT analysis. A com 
bination of total chlorine analysis, spot tests, and infrared absorpt Ion 
spectra revealed that it was toxaphene at a level of around 200 parts 
per million. And to this day we do not know how that farmer was 
able to get that much toxaphene in his cabbage. 

Because of the toxaphene, and other experience, we were forced 
very early to inaugurate a long term bio-assay project at the Boyce 
Thompson Institute for Plant Research. The early phases of this 
ily. 6a were devoted to the eflect of our met! hods of processing 4 
on the breakdown of known amounts of those insecticides which were 
either being used commercially, or which showed promise of being 
used within the near future. As a result of these studi es, we knew 
that parathion, BHC, methoxychlor and a few other insecticides, at 
levels which normally occurred under good agricultural practice, were 
largely broken down by processing. DDT and a few others were quite 
stable, however. In gvenel al, the results of this early rough survey were 
confirmed by subsequent chemical analyses, but we had already been 
able to establish our basic purchasing policies. On parathion alone, 
we were able to save many thousands of dollars on apricots, at a time 
when other more stable insecticides were being highly recomnmel!l ded 
and widely used. 

Rec ently, we have begun to realize that we may be faced with 
several years of commercial use of certain insecti icides, without any 
hope of deve sloping a chemical method suitable for residue detection 
on fresh produce, or in the finished product. Toxap yhene and chlor- 
dane both fall into this category. We have, therefore, in cooperation 
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with the National Canners Association, continued a project at the Boyce 
Thompson Institute with the aim of developing a simple bioassay 
method, which will be suitable for detecting unknown toxic residues. 
and expressing them in terms of DDT units. We have already found. 
however, that the limiting: factor is a simple and quick method of 
separating the pesticidal residue from plant fats, waxes, and interfer- 
ring substances in such a way that it can be analyzed by bioassay 
Certain of the miticides apparently cannot be determined by thi: 
type of bioassay. Already this research has paid dividends, for w: 
have found that chlordane, as a soil residue, contaminates carrots 
Thus, we have been able to avoid the purchase of carrots from areas 
where chlordane has been used commercially. Note that Lehman (15) 
says that— 

It is our opinion that chlordane has no place in the food industry wherev: 
the remotest opportunity for contamination exists. 

We are in the peanut-butter business and, as I will explain later. 
have encountered considerable difficulty in obtaining peanuts fre: 
from BHC contamination. Peanuts are grown in rotation with cottor 
on which large amounts of BHC are used for insect control. Aldri) 
and dieldrin, and perhaps one other insecticide, show promise on both 
cotton and peanuts. In order to avoid soil contamination from 
BHC, we are very anxious to see other good cotton and peanut inse« 
ticides developed. We already have samples of peanuts from exper’ 
ments which have exhibited good insect control, but as yet are unable 
to analyze these nuts satisfactorily, either chemically or biologically 
due to interference from excess peanut oil. If we knew that tix 
insecticides used did not constitute a definite hazard, we would d 
everything possible to encourage their use as a replacement for BH(¢ 
in the areas where we normally purchase peanuts. 

Because of the lack of adequate methods of residue analysis, w: 
are obliged to maintain a policy of refusing to purchase any crops o 
which insecticides of high chronic toxicity or off flaver inducing 
properties have been used, or which come from soils which have bee 
contaminated by these insecticides. This is a policy which involves 
a hardship on both ourselves and the farmer, and certainly does not 
make for good farmer-canner relationships, but it has to be don 
not in our interest, or that of the farmer, but in that of the ultimat: 
consumer, the baby. 

3. Off-flavors: (a) Benzene hexachloride: Our first experience, 
with the actual presence of BHC in or on produce, came during thie 
1948 season when we had to reject 13 out of 89 acres contracted for 
squash in Florida, peaches from Pennsylvania, and celery also fron 
Florida. We have done considerable testing of spinach from Penn 
sylvania and have, over the past 4 years, been forced to reject loads 
from time to time. 

The year 1950 brought to us probably one of the most severe dollars 
and-cents losses in handling vegetables exposed to BHC treatment. 
We were originally contracted in South Carolina for our total re 
quirements of sweetpotatoes. By the time we had tested all of the 
soils of these contracted acreages, and had found residues of BHC 
on a large percentage, we were forced into buying on the open market. 
in South Carolina, North Carolina, and the Eastern Shore of Mary 
land at much higher prices. The total financial loss amounted t 
over $15,000. 
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Our most recent encounter, as far as rejection of fruits is concerned, 
dates during the 195] apple season, when we were forced to reject con 
tracted apples in New York because of BHC contamination. 

At our California plant we had to reject dehydrated celery in 1949, 
because of off odor due to BHC contamination. Later inl951 we had 
to reject carrots, because of BHC soil contamination and residues of 
BHC in the carrots. The same has been true of California sweet 
potatoes, even on fields where the last official reeord of BHC use was 
2 years ago. All other sweetpotato growers contacted admitted the 
use of Lindane or BHC, and we had considerable difficulty in obtain 
ing satisfactory lots of sweetpotatoes free of BHC for our processing 
purposes. 

Our worst experience, with mass contamination of an agricultural 
crop, has been with peanuts from the Southeast, where they are cus 
tomarily grown in rotation with cotton on which BHC has been used 
for the control of certain insects, Recently Poos. Dobbins. Jatten. 
and Boush of the USDA have reported off flavors in peanuts and 
peanut cooking oils from plots treated with various levels of Lindane 
and technical BHC (17). Their data show that peanuts are capable 
of accumulating considerable amounts of BHC from soils, where it 
had been added either with or without fertilizer. At rates of applica- 
tion of BHC or Lindane at | to 1.25 pound per acre, the correspond 
ing values in the nuts ranged from two to eight parts per million. 
Panel tests at Beltsville, Cornell University, peanut processing com- 
panies, and the USDA Bureau of Human Nutrition and Home Eco 
nomics, in general, indicated that both raw and roasted peanuts iets 


develop off flavors from both Lindane and BHC under field applies 
tions at levels of around one part per million per acre. The quality 
of oil made from these peanuts has heen evaluated for use in french- 


lin the first batch of potatoes 


frying potatoes, and off flavor was note 
fried, but not in the later batches. 

Our own experience in the Southeast has confirmed that it is quite 
difficult to obtain peanuts with a BHC content less than 0.5 part 
per million from certain areas. In fact during the past year, we have 
found it difficult to keep up our production due to the long delay 
involved in sampling and analyzing various lots of peanuts prior to 
ultimate purcha e, We have been unable to detect off flavor In com 
mereial nuts at levels below 0.5 part per million, a value which is 
far below any tolerance that is apt to be established by the Food 
and Drug Administration due to the low chronic toxicity of BHC. 
We have preliminary evidence which indicates that peanut butter, con 
faining over two parts per million BHC, exhibits some degree of off 
flavor after a 5-month shelf life. 

There are certain basic considerations which have forced us to 
adopt a purchasing policy of rejecting all produce, which has been 
treated, during the formation of edible plant parts, with BHC or 
lindane, or which has been grown on soils contaminated by BHC or 
lindane. These may be surfimarized as follows: 

(1) BHC tends to penetrate into the edible portions of some agri- 
cultural crops with which it comes in contact. This is particularly 
true of peanuts, and has already been discussed for them, as well as 
other crops. 

(2) Due to penetration we have been unable to develop any wash 
ing, peeling, or inactivation procedure which will completely remove 
BHC residues or off-flavors resulting from its presence. 
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(3) Processing in many instances tends to accentuate the off flavor 
of BHC and lindane, and in certain instances off flavors continue to 
develop for some time after processing, while the produce is on the 
shelf. 

It is very embarrassing, sometimes, to find after your stuff has gone 
out of your plant that you might have off flavors developing and. get 
consumer complaints, so we have had to be v very cautious about that 
one factor. 

Bioassays and chemical analyses have revealed that this off-flavor is 
accompanied by a chemical breakdown of BHC to relatively nontoxic 
off-flavored materials of, as yet, unknown composition. 

(4) BHC residues may remain in the soil for several years, and 
under certain conditions of continued application may tend to 
accumulate, 

Our own surveys in the Southeast and in California have established 
considerable soil contamination by this compound. Research by the 
Bureau of Plant Industry (9) has indicated that BHC put in the 
ground in September 1946 persisted to December 1949 at 1/2 its 
original concentration; in other words, this means that BHC in 
some soils may have a half-life of 3 years. Good research, based on 
accurate analytical methods, is needed to determine at what rates 
BHC is accumulating in those cotton soils of the South where other 
food crops may be grown in subsequent rotations; as well as in other 
areas, espec li ally California, where soil contamination is occurring. 

(b) Chlordane: A review of the available literature on off flavors 
from chlordane largely confirms our own experience, that this insecti- 
cide, under certain conditions of use, may cause either an off-flavor, 
or a distinct difference in taste. 

With respect to peaches and similar fruits, Chandler (4), in attempt- 
ing to control plum cruculio with this compound, found that it con- 
ferred some off-flavor to both the raw and cooked fruit. Likewise, 
Gould et al. (10) noted off-flavors of canned Stanley-type plums and 
canned Elberta peaches resulting from somewhat excessive and late- 
season applications. Rings and Gould (19) found that chlordane 
controlled plum curculio on plums, but impaired the flavor of the 
fruit of at least one variety. 

With respect to vegetables, Pepper (16) found that chlordane treat- 
ment of soils for wireworm control imparted an off-flavor to pota- 
toes. This was later confirmed by Greenwood and Tice (11). The 
same year, Wheeler (24), warned in the Market Growers Journal 
that chlordane was similar to BHC, in that off-flavors were being re- 
ported on potatoes and some other root crops grown on soils tres ated 
with this material, and that the effect may persist beyond the season 
of theatment. 

On snap beans, Ellis and Clayton (6) found that soil applications 
of chlordane for root-knot control imparted a disagreeable odor. 
Later Ristich and Schwardt (20) detected off-flavors in dried kidney 
beans, grown on soils treated with chlordane dusts for control of the 
seed-corn maggot. 

Our experience with peaches, from experiments where chlordane 
was used late in the season in excessive amounts, indicates that it im- 
parts a flatness of taste similar to lack of sugar. Experiments with 
other products to which known amounts of chlordane have been added 
prior to processing indicate also that chlordane did not contribute a 
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definite chemical off-flavor in itself; but rather, due to its presence, 
or that of its breakdown products, the taste buds were affected in such 
a fashion that their sensitivity to sweetness, and perhaps other taste 
sensations, were decreased. 

By means of a qualitative odor test, or by other means, we have 
detected chlordane on California celery, New York cabbage, and New 
York carrots. 

As yet we have no long-term data on the stability of chlordane in 
the soil. Preliminary reports from research started by the Bureau of 
Plant Industry (9) in 1949 indicate that chlordane may persist in a 
relatively unchanged form for at least 1 year. 

(c) Other pesticides: We have experimental evidence from co- 
operative experiments in California that some of the dichlorophenol 
esters of benzene sulfonic acid, when used as miticides, have caused 
off-flavors in string beans, grapes, and unpeeled pears. Because of 
these and other miticides for which we had no method of analysis or 

yrevious history of off-flavor, we experienced a great deal of difficulty 

in the 1951 purchases of pears on the west coast. Our original pur- 
chase program called for between 1,000 and 1,500 tons of pears from 
California, but we were unable to complete this program because of 
the various miticides used. It was then necessary to purchase from 
the Yakima district in the State of Washington where, due to the 
higher price and added cost of transportation, we suffered a financial 
loss of between $20,000 and $30,000. We expect these materials to be 
used in considerable amounts according to California plans for this 
coming season. Therefore, unless satisfactory methods of residue 
analysis are developed we will be forced to contract for Yakima pears 
again. I might say that the State of Washington is far ahead of the 
rest of the States in an insecticide program which produces quality 
produce with minimum residues. We have always have the best of 
cooperation from the Big Y, the Washington State Apple Commis- 
sion, and individual growers. 

Recently on the west coast, we had an unusual experience with one 
of the common dithiocarbamate fungicides, which, heretofore, we had 
considered perfectly safe for use on all crops for which it had been 
recommended. In this particular instance, following an outbreak of 
peppermint rust in the Willamette Valley and along the lower Colum- 
bia River, we cooperated with Oregon State College on an experi- 
mental program aimed at finding some fungicide which would control 
this disease. Preliminary experiments indicated that certain of the 
dithiocarbamate fungicides would give partial control, but we felt it 
necessary to run complete chemical analyses on the peppermint oil, and 
then correlate the results with flavor panel tests on chewing gum. 
Much to our surprise, we found that steam distillation had brought 
about a chemical decomposition of the dithiocarbamates to produce 
over 400 parts per million of carbon disulfide in the peppermint oil. 
Subsequent flavor tests also revealed that this oil was off-quality, from 
the standpoint of odor and flavor. Unfortunately, some of the pep- 
permint growers, who had heard of the favorable results obtained from 
the use of these fungicides, were persuaded to apply them to consider- 
able acreages, much against the recommendation of Oregon State 
College. The result was that we were forced to reject the oil, even 
though we needed it very badly at that time. 
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At about the time we ran into trouble with these dithiocarbamate- 
type fungicides on peppermint, we found that certain English in- 
vestigators (1) had reported that the presence of the spray residues 
of certain thiocarbamates stimulated the production of hydrogen 
swells in canned currants, and in some cases adversely affected the 
flavor. Concurrently, within the past few years, we have encountered 
a type of accelerated corrosion in our baby-food closures, which we 
think may be partially due to certain nontoxic thiocarbamate-type 
accelerators used for vulcanizing the rubber gasket of the closures. 
Since then, we have very carefully scrutinized all products for dithio- 
carbamate residues, not because of toxicity, but because of possible off- 
flavors and the possibility of closure corrosion. 


ritkh COST OF MAINTAINING MINIMUM RESIDUES IN BEECH-NUT FOODS 


The cost of maintaining our quality standards with respect to pesti- 
cides has been considerable since 1946. The following table gives a 
breakdown of this expense to ourselves and the consumer by years, 
since 1946, 


The annual cost of pesticide control in Beech-Nut foods 


| Research | Agricul- 
and =| tural 

| quality | procure- | 

control ment | 


| Process- Special 
ing equip- Total 
losses ment 


| 
| $51, 000 $7, | $58, 000 
$35, 000 $20, 000 +0, 000 7, 92, 000 
55, 000 | 20, 000 | 30, 000 | > | 112, 000 
85, 000 20, 000 Ww, 000 7, | 142, 000 
80, 000 20, 000 30, 000 | 137, 000 
70, 000 20, 0UO 30, OOO . 127, 000 


————E 


otal cost, 1946-51 | 668, 000 
Average per year for 6 years 111. 332 


« 


The average annual cost of $111,333 per year is certainly a conserva- 
tive figure, since we have had to direct the time and effort of our best 
research men to nonproductive problems, and have thus been deprived 
of their services in the development of new and improved products, 
which are the backbone of progress in a field as highly competitive as 
the food business. What does this mean to the final cost of our prod- 
nets? With peanut butter as an example, the cost of quality control 
and procurement for BHC-free peanuts amounts to 5 cents per dozen 
jars. 


THE NEED FOR MORE AND BETTER COORDINATED RESEARCH ON PESTICIDES 


Most of the difficulties with residues, which we have described, have 
been due to their general use before sufficient scientific information 
was available on residue stability, residue penetration, development of 
off-flavors in fresh or processed foods, their accumulation in soils, 
their effect on the over-all insect population, or the development of 
resistance in certain species of insects. The disturbed ecological rela- 
tionships, which have often destroyed beneficial predatory insects, 
have allowed the build-up of other insect pests, which could not be 
controlled by yormal spray procedures; this, combined with the de- 
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velopment of resistance to specific insecticides, has resulted in control 
programs which have caused the build-up of excessive residues in the 
hope of achieving control, and when this was unsuccessful, the hasty 
and often ill-advised use of new and more effective insecticides which 
had not vet been thoroughly tested. The net result has often been the 
reation ot residue Ol off favor problems more serious than those 
rising from the use of the original insecticide. 

It appears that some of the economic entomologists who have been 
itive in the development of certain ill-adv ised pesticide recommenda- 
tions, have tended to become chemical specialists, rather than ento- 
mologists. G. C. Ullyett of the Commonwealth Bureau of Biological 
Control, Ottawa, Canada (23 


says: 


). who is also an economic entomologist, 


Economic entomology is concerned with problems connected with insect popula 
tions which threaten the crops.and produce of mankind. It deals with the control 
rr limitation of those populations within the habitat in which they occur and is 
therefore primarily occupie with the problems which have an essentially 
«ological background. ‘lo be rational, therefore, the methods, employed in the 
ourse of its investigations, should be based upon a thorough cognizance of the 
ecology of the insect concerned. 

It follows that the economic entomologist should be thoroughly conversant 
ith the principles, methods. and aims of ecology. Unfortunately, he is often 
acking in the essential groundwork of this subject; or, if he has received ade- 

quate training, his professional cureer encourages him to ignore it in his daily 
work. He ceases to be a biologist and, in the majority of cases, becomes in effect, 
i mere tester of poisons or an insecticide salesman. 

Along the same lines Paul DeBach of the division of biological con- 
trol of the University of California, Riverdale, Calif. (5). says: 

Insecticidal treatments for citrus pests have developed as emergency measures 
in response to immediate problems. Although such treatments have made it 
possible to raise commercial citrus crops, this immediate need has led to the 
neglect of fundamental studies of natural factors affecting pest populations. In 
many cases such treatments have resulted in no final solutions to pest problems; 
rather, repeated applications have been necessary in order to maintain control. 
Such repetition of treatment may, indeed, serve in time to intensify the problem. 
Such a result may occur through (1) the development of genetic cases of a pest 
resistant to the insecticide used; and (2) the reduction of natural enemy popu 
ations by the insecticide used. The emergency then becomes self-perpetuating. 

I wish to emphasize that the development of the new organic insecti- 
des has largely taken place since the enactment of the current Food 
mid Drugs Act, and that, by their very nature, they have created prob- 

lems of misuse, which were mot anticipated when the act was passed. 
We recognize that certain additional legislation may be necessary in 
order to adequately protect the public from undesirable residues. We 
ire, also, of the opinion that such additional regulation could be kept 

toa minimum, if provision could now be made for a carefully thought- 
mat and well-coordinated program of research, aimed at anticipating 
nd avoiding future problems arising from the expanded use of current 
eST 1 ides, or the use of ones as yet undeveloped. 

Much of the testimony presénted in the past before the food and 
lrug hearings, and at those hearings being held by your committee, 
is been devoted to establishing the necessity for use of pesticides, and 
ve are in favor of that—we need good, effective pesticides. On the 
ther hand, very few of the agencies, or organizations involved in the 
levelopment and use of these new compounds, have opel lv admitted 

Chat certain problems, similar to those encountered by our company, 
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exist. Nor have they offered a plan of action whereby they could be 
avoided in the future. I know that considerable funds have been 
raised to offset supposedly undesirable publicity against chemicals in 
foods. The action of your committee or other agencies, including 
those of us in the food industry who have felt that we were unduly 
burdened by the problems of pesticide residues, may have contributed 
to this feeling. On the other hand, it has been extremely difficult to 
raise funds, from either the food industry or the chemical industry, for 
research projects on residue problems in canned or processed foods. 
I admit that almost everyone is interested in attending committees 
formed to discuss mutual problems. Perhaps we have too many com- 
mittees, all subject to pressure from special interests; but, be that as it 
may, most companies are loath to contribute money to a research 
project, no matter how well organized and supervised, which may 
show that a competitor’s product has certain ay ae gid superior to 
theirs. This is human nature, and should be recognized as a distinctly 
limiting factor to far-reaching cooperative research supported entirely 
by industry. 

On the other hand, we are paying State and Federal taxes to sup- 
port State experiment stations, and various bureaus within the USDA, 
such as the Bureau of Entomology and Plant Quarantine, which have 
and are taking the direct responsibility for testing and recommending 
various pesticides for use. We recommend, therefore, that, along with 
any proposal for new legislation, due consideration be given by Con- 
gress to the development of a coordinated program of testing between 
the USDA and at least four of the key regional State experiment 
stations. Each new pesticide, which shows promise of commercial 
use, should be thoroughly investigated in accordance with a definite 
plan of procedure with respect to methods of residue analysis, residues 
at times of harvest, off-flavors, methods of residue removal, stability of 
soil residues and their effect on crops, their possible effect on insect 
ecology, etc. If this could be achieved, most State recommendations 
could be made on a sound scientific basis, with corresponding protec- 
tion to the farmer, the food processor, and the consumer. 

With regard to toxicological testing, it would seem that a better 
coordination of research could be achieved, if the United States Public 
Health Service were empowered to expand their program in coopera- 
tion with the chemical manufacturers. The United States Public 
Health Service has the technical personnel, facilities, and experience 
for doing this work, and if properly administered, it would seem that 
they would be in a better position than the Food and Drug Adminis- 
tration to establish proper tolerances. We are firmly of the opinion, 
however, that the Food and Drug Administration should have full 
responsibility for the enforcement tolerances under either existing or 
future legislation. 


THE BASIC REQUIREMENTS FOR CONTROL OF PESTICIDAL RESIDUES IN FOODS 


With regard to legislation aimed at the control of pesticidal residues 
in foods, there are certain basic requirements which we consider essen- 
tial; they may be summarized as follows—some of them are already 
taken care of under existing legislation : 

1. Evidence of adequate toxicological testing. 
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2. The development of suitable methods of pesticidal residue analysis 
in order that the farmer, the food processor, and the consumer be pro- 
tected against accidental or intentional misuse of toxic pesticides. The 
manufacturer of pesticides should ‘be required to present a suitable 
method of residue analysis prior to registration for sale. 

3. General information on the approximate range of residues occur- 
ring on or in produce at the time of harvest. This should include data 
covering adequate pretesting for off-flavors in fresh or processed foods. 

4. Some general recommendations, based on the known chemical 
and physical properties of the pesticide as formulated, regarding the 
development of adequate methods for removing excessive residues. 

5. A requirement that the Food and Drug Administration, once a 
pesticide is registered, establish and publish a tentative tolerance in 
the Federal Register, within 90 days following registration. 

6. A requirement that following the publication of tentative toler- 
ances, the Food and Drug Administration make sample analyses of 
interstate shipments of fruits and vegetables, and if the tentative toler- 
ances are exceeded, issue public warnings to the areas of production 
concerned. In other words, we do not want to put the farmer at the 
mercy of any agency unless he has been given adequate warning. 

7. A requirement that, if the tentative tolerances are still being 
exceeded after a 90-day warning period, the tentative tolerances be 
made official and seizure proceedings instituted. 

Our idea there is to prevent the Food and Drug or whatever agency 
is concerned from dodging their responsibility. 
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The Cuatrmman. Mr. Kleinfeld. 


Mr. Kirinrevp. Dr. Cox, on page 3 of your statement you say that 
DDT and other related chlorinated hydrocarbons have forced you t: 


adopt a near zero tolerance level in baby foods. Is that correct ¢ 

Dr. Cox. That is right. 

Mr. Kiernretp. In other words, you are trying to practically elim 
inate these residues from your baby foods? 

Dr. Cox. True. 

Mr. Kiernretp. And in that connection you say on page 4 that 
you have given primary consideration to the evidence that young 
animals are usually more susceptible than older ones ¢ 

Dr. Cox. That 1s true. 

Mr. Kuernrevp. And occasionally exhibit marked change in certair 
organs even though body growth may be normal, when subjected t 
the chronic effects of DDT and other chlorinated hydrocarbons. Is 
that correct ? 

Dr. Cox. That is correct. 

Mr. Kurinrenp. You also say on page 4 that experiments hav 
indicated that suckling calves are more susceptible to benzene hexa 
chloride, toxaphene, and chlordane than older animals / 

Dr. Cox. That is correct. 

Mr. Kurivreip. And you say, on page 6, that since you are primarily 
manufacturers of baby foods, you have had to take into account a! 
the factors you mentioned—pre-natal, environmental, physiologica. 
and structural—which may cause an infant, or a child, to react to food 
residues in a manner different than adults. Is that correct? 

Dr. Cox. That is correct. 

Mr. Kiernretp. In other words, it is a more serious problem as fa: 
as children are concerned and particularly babies, than as far as t}» 
ordinary adult is concerned ? 
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Dr. Cox. We fee! it is. 

Mr. Kuernrevp. That puzzles me somewhat, because a month or two 
ago at our hearings on the west coast when a representative of the 
National Canners Association testified, he was asked whether the 
standards of canners were different with respect to regular canned 
foods for adults than with respect to canned foods for babies, and 
he said the canning industry is trying to eliminate all residues. 

And he was asked again, “Are you saying that the standards for 
both canned foods for adults and canned foods for babies are exactly 
the same?” 

And this representative of the National Canhers Association said, 
“Up to the present time I believe they are.” 

Apparently then, according to that representative, most of the 
canners are not taking any additional precautions with respect to then 
baby foods. Do you know whether that is correct or not ’ 

Dr. Cox. I think perhaps we have more information on residues 
than the National Canners do, and I think for that reason maybe who 
ever made that testimony did not see the whole picture as we do. 

Mr. Kuerrecp. If what he said is correct, do you not think it would 
be advisable to take even greater precautions with foods destined fo 
babies than with foods destined for adults ’ 

Dr. Cox. We use to be in the general food business. At the present 
time the only other food that we sell that is not strictly a baby food 
is peanut butter. We classify that, in our own thinking, as a baby 
food because it is primarily eaten by youngsters, and we have the same 
standards for our peanut butter. In coffee, our other product, we 
have not run into any trouble. 

I don’t feel qualified to speak for the rest of the canners. I don’t 
know what their problems are. 

1 do know—and we are always on the alert for the development o! 
new products—that if we developed a food for adults we would prob 
ably set about the same standards as we do for baby foods, for the 
simple reason the major portion of our purchasing program is fo. 
baby foods, and it would be very difficult to separate one from thi 
other under a contract set-up. 

Mr. Kuemnreip. As I gather your testimony, you do feel that be 
cause of the factors you mention in your statement it is rather impor 
tant that you be very careful with respect to possible residues on 
baby foods ? 

Dr. Cox. Absolutely 

Mr. Kurrrevp. It is a different problem than the adult problem, 
is it not? 

Dr. Cox. Very definitely so. 

Mr. Kierretp. Does your company from time to time reject pre 
duce which you purchase? 

Dr. Cox. A great deal. 

Mr. Kietnretp. Why do you ordinarily re ~ it? 

Dr. (ox. In many cases we reject it bec ‘ause does not come ip t* 
our quality standards in texture or vince came or it has excess insect 
lragments, or too high a mold count, or because of residues or off 
flavors. 

Mr. Kiemnreip. Do you know what happens to the produce vo 
reject at different times? 
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Dr. Cox. That is kind of a hard question—it has been sold. 

Mr. Kuernretp. Been sold? 

Dr. Cox. Yes. 

Mr. Kuerrevp. To whom? You need not mention any names. I 
mean to what class of persons? 

Dr. Cox. Well, we have had repeated instances that other canners 
have bought our produce or it has been sold on the fresh market. 

Mr. Kue1nrevp. For sale to the consumer ? 

Dr. Cox. For sale to the consumer. 

Mr. Kiernretp. Do you make any product for babies which in- 
volves the purchase of chickens? 

Dr. Cox. We do—chicken soup in our baby foods. 

Mr. Kierretp. Do you have any policy with respect to buying 
chickens in which diethylstilbestrol has been implanted ? 

Dr. Cox. We have a very carefully worded policy which we have 
issued to all of our suppliers of chickens that we will not accept 
chickens on which stilbestrol has been used. 

Mr. Kuiernreip. Why is that, Dr. Cox? 

Dr. Cox. We have two very good reasons: One, in our chicken soup 
we are primarily interested in the protein and in flavor, and we have 
pretty definite information that indicates that most of the flavor 
comes from the protein portion of the meat. And along with that 
the pediatricians do not want too much fat in any of our foods because 
many infants, particularly with certain infant disorders, have dif- 
ficulty in handling fats. So we do not want a chicken that is too high 
in fat, and we do know that stilbestrol does not increase the protein 
content of a chicken, it essentially builds up a high fat and water 
content which we do not want and we cannot use. 

Our second reason is based on the same information that we have 
established for pesticides. We feel that infants who have all of the 
essential organs developing at a very rapid rate would probably be 
much more sensitive to these things than adults, and we know from 
past experience that these things have not been used properly, and 
we just don’t want to take any chances. 

Mr. Kiernrevp. On pages 6 and 7 of your statement, Dr. Cox, you 
state that the fragmentary data which you have been able to assemble 
to this date indicates at least that the new-born baby may already 
have a slight amount of DDT stored in its tissues. That is when he is 
born # 

Dr. Cox. Yes. 

Mr. Kuernrecp. And that he also may be receiving additional 
amounts via his mother’s milk prior to the time he is ready for com- 
mercial milk or baby food. 

Now does the fact that these infants already have DDT in their 
system mean we have to be less careful about adding DDT to the foods 
which they eat ? 

Dr. Cox. As far as our own company policy is concerned, we have 
to be more careful. 

Mr. Kierrevp. I say, does that mean you have to be less careful 
about adding it? 

In other words, the fact that we may be unable, because of present 
practices, to avoid the presence of some DDT in some foods does not 
necessarily mean we have to throw up our hands and say, “Well, let’s 
keep on adding it,” and not take any precaution; is that right? 
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Dr. Cox. We aay! been able to stay in the baby-food business and 
obtain produce that by proper w: ashing or pee ling procedures is free 
of residues. And we feel that we can continue to operate that way, 
providing we have adequate information ahead of time on how to 
properly use new insecticides, 

Mr. Kuemrenp. Are you in a position, Dr. Cox, to tell the commit- 
tee Why new-born babies at birth have DDT in their tissues, and why 
they are receiving DDT when they drink their mothers’ milk ? 

Dr. Cox. The only information I have there is information that has 
already been given to the committee by the Food and Drug Adminis- 
tration and has since been published. 

Mr. Kuztnretp. What is that? 

Dr. Cox. Primarily the work of Dr. Lehman and Dr. Laug, who 
showed that certain amounts of DDT were present in the milk of 
mothers from a certain area, that DDT was accumulating in body 
fats, and that if it constituted at least 1 part per million in the daily 
diet there was very definite tendency to accumulate in body fat. 

Mr. Kuervreip. Apparently we are still finding DDT in new-born 
infants. and from the testimony we have had, we know that adults are 
also storing DDT in their bodies, notwithstanding that now at least, 
DDT is not being applied directly to cows or in dairy barns, Where 
do you think it comes from?’ Do you know? 

Dr. Cox. We have to take into mind that their research and their 
data was obtained just about the time that the joint warning was 
issued by the Food and Drug Administration and the ay, er ans + of 
Agriculture against the use of DDT on dairy animals or in dairy 
barns. And I do believe that warning has been pretty we mn huadedl 
] know it has in our area af Ne" \\ + ork whie h Is part of the Ne WW Yu rk 
milkshed, because we have been keeping close track on milk that we 
use from the Rochester area. I think at the present time, perhaps, if 
they were to repeat that oral they would find the levels would be 
somewhat lower. But we are using that as an example of what can 
happen if an insecticide comes into general use before we have ade- 
quate information about all the factors that may be involved, 

Mr. Kuernretp. Do you think that when DDT came into general 
use we had all that information which you mentioned ? 

Dr. Cox. No. 

Mr. Kiernrevp. On page 7 of your statement, Dr. Cox, you say: 

Cer‘ainty in the case of infants, where there is a relatively high proportion 
of body fat as comp.red with adults, we can take few chances with accumulated 
residues of DDT or other similar substances suddenly being released by one of 
many infant disorders which may cause sudden and appreciable loss of body 
weight through rapid fat metabolism. 

Apparently from what you say there, that too is a greater problem 
as far as infants are concerned ? 

Dr. Cox. We think so. We don’t have any direct data to support 
our view, but we think that from our observations on the high order 
of chronic toxicity with other young animals they apparently lack the 
ability to metabolize these things and excrete them. 

Mr. Kiernrevp. If such a contingency occurs, that is, DDT sud- 
denly being released in the blood stream of an infant when he is suffer 
ing from some illness, do you think we are in a position to say that 

the infant will suffer no ill effects? 


96568—52—pt. 3 23 
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Dr. Cox. We wouldn't want to have that happen to us and have to 
prove it in court. 

Mr. Kiernreitp. Apparently we don’t know, do we / 

Dr. Cox. We don’t know. But as far as our business is concerned, 
it is the type of risk that we can’t take until we have more informatio: 

Mr. Kuernrevp. And from the viewpoint of the infant I suppos: 
it would be well to know that, too, would it not ? 

Dr. Cox. We believe that some research should be done along that 
line if at all possible. 

Mr. Kueinrevp. On page § of your statement, Dr. Cox, you say that 
at the present time you have good analytical methods for DDT, DDD. 
benzene hexachloride, methoxychlor, and a few other insecticides, 
but you say, “unfortunately’—and I assume you are talking abou! 
the present time; is that correct ¢ 

Dr. Cox. That is right. 

Mr. Kviersrecp. That satisfactory analytical methods for chlor 
dane, toxaphene, aldrin, dieldrin, and heptachlor, which are in gen 
eral use or may be used, are lacking. 

Now, from the viewpoint of the canner, does that present a serious 
problem 4 

Dr. Cox. It presents a very serious problem, because we have found 
from our own experience that even on our contracted acreages it is 
almost impossible to completely supervise all insect applications, and 
a farmer may occasionally make the mistake of using the wrong 
insecticide. 

We think that is what happened with our toxaphene experience o: 
cabbage. 

As another example, several years ago we had a rather large acreage 
of spinach contracted witha very reputable grower in Pennsylvania, 
on which he had agreed not to use benzene hexachloride. We had 
checked with field surveys, and we found they were not using benzen 
hexachloride, but were using rotenone instead. The first shipment 
of spinach that we received—at that time we did not have an ai 
alytical method that was accurate—was put in the cooker and it stunk 
up the whole plant. strictly BHC. We sent our field men back, w 
checked again, and they had not used BHC on the spinach, but they 
had been dusting broccoli with an airplane in adjacent fields, and 1t 
turned out there was a leaky hopper on the plane and they had bee: 
trailing BHC back and forth across the spmach field going to and 
from the airport and the broccoli field. 

Mr. Kieinretp. Suppose you were buying a vegetable, for ex 
ample spinach, for canning for infants, and you found a residue of 
chlordane on it, what would you do about it 4 

Dr. Cox. We would destroy it. 

Mr. Kiernrecp. And yet you say you don’t have a satisfactory ana 
lytical method for chlordane; is that correct / 

Dr. Cox. We do not have a satisfactory method. We what we 
call a quick odor test which at one stage of our DDT analysis will indi 
cate the presence of large amounts of chlordane. But that is a ver) 
dangerous thing to do, because there could be cases where we wouldn't 
detect it. And we are now at the mercy of anyone who might use 
chlordane without prior knowledge. 

Mr. Kiernrevp. Is it not a fact that many growers of vegetables 
and fruits, may use more than one insecticide / 
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Dr. Cox. Quite possible, yes; and it is also quite necessary in many 
cases. 

For example, on apricots in California we found it satisfactory to 
use DDT or DDD early in the season, but after a certain date it has 
been advisable to use parathion because it doesn’t give a residue at 
harvest time. 

Mr. Kueryretp. Suppose a grower in the course of the growing 
season has used both DDT and chlordane, does that affect the prob- 
lem at all? 

Dr. Cox. We can detect the DDT, but we still can’t detect the 
chlordane. 

Mr. KX LEINFELD. Suppose he had used chlordane and Coxaphene 
does that add to the problem i 

Dr. Cox. It would be ve ry difficult to detect either one 

Mr. Kuervretp. Would that make it more difficult to detect either 
one ¢ 

Dr. Cox. Yes, and that is the reason We have set up this iong-term 
project at Boyce Thompson Institute in the hope of developing the 
bio-assay method. 

Mr. Kueinrevp. That is still in vs experimental stage 


Dr. Cox. It is in the pre actical stage as far as a research tool is 
concerned, It is a time-consuming precedes, but it could be used 
if you were doing experiment: al work on various insecticides in care 


fully controlled field plots where you Fates the time to collect the 
material and run the analy ses. Sut it is entirely lmpractical at the 
present time for use in quality control in a plant like our own where 
you have to make the analyses within 24 hours. 

Mr. Kuemrevp. Dr. Cox, beginning on page 11 of your statement 
you mentioned your experiences with off-flavors, particularly fron 
BHC and lindane: is that correct / 

Dr. Cox. That is meht. 

Mr. Kueryrevp. Have you had to turn down various quantities of 
fruits and vegetables because of the use of those insecticides and the 
onsequent off-flavor / 

Dr. Cox. Every year. 

Mr. Kueimnrevp. That 
farmers, has it not / 

Dr. Cox. It has caused an econom loss to the farmers and to 
ourse ‘lve Ss, an rd it has not beer conducive to wood ¢ anner relation Ss. 

Mr. Kuernrevp. Are you ina position to tell the committee whether, 
before BHC and lindane were put on the comme rcial market, infor 
mation as to their possible characteristic of imparting an off-flavor 
to the produce was required of the manufacturers of those insect} 


has caused quite an economic loss to those 


cides ? 
Dr. Cox. That I den’t know. 
Mr. KuLrinrevp. On page 20 0 f your statement you spec! fy the cost 


of maintaining minimum residues in the foods canned by the Beech 
Nut Packing Co. As 1] see these figures, for the pel od from 1946 to 
ID] you spent, you say, S665,000 / 

Dr. Cox. That is correct. 

Mr. Kurinrecp. And you say that in your opinion that is a con- 
ervative figure / 

Dr. Cox. Yes, it is 
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Mr. Kuiervretp. On page 21 of your statement you make a stat: 
ment which is mead ct es y interesting. You say that most of the 
difficulties with residues which you have described have been due t: 
their general use before sufficient scientific information was availab), 
on residue stability, residue penetration, development of off-flavor- 
in fresh or processed foods, their accumulation in soils, their effect o 
the over-all insect population or the development of resistance in ce: 
tain species of insects. 

Dr. Cox. That is correct. 

Mr. Kurrnreip. So that, as I understand your statement, at least 
some of the insecticides were permitted on the commercial market 
before the factors which you mention were explained satisfactorily ; 
that correct / 

Dr. Cox. I would say that they were used by the grower before tlic 
grower had sufficient information as to how to use them properly. 

Mr. Kiernrevp. Do you know whether the present Insecticide Act 
requires information on residue stability before an insecticide is pe: 
mitted registration ? 

Dr. Cox. I don’t know. 

Mr. Kuernretp. Do you know whether the Insecticide Act requires 
information on residue penetration before a proposed insecticide can 
qualify for registration ? 

Dr. Cox. I understand in verbal discussions with some of the people 
in the Insecticide Division that they have attempted to obtain as muc 
of that information as was available before they made a decision. | 
don’t know whether it is a general rule or not, but I know they are 
making a very conscientious effort to obtain that information. 

Mr. Kieryretp. Do you know whether they are requiring that b: 
cause the law requires such information be furnished or because they 
are trying to do a good job? 

Dr. Cox. I think it is because they are trying to do a good job. 

Mr. Kietnretp. Do you know whether the Insecticide Act requires 
that information with respect to the development of off-flavors be 
furnished to the Department of Agriculture before a proposed insec- 
ticide is registered ? 

Dr. Cox. That I do not know. 

Mr. Kiernretp. There have been large numbers of publications is- 
sued by various governmental bureaus concerning the employment 
of methods of chemical control of the insecticide problem. That is 
correct, isn’t it? 

Dr. Cox. That is right. 

Mr. Kieryreip. Do you know of any publications which have been 
issued by any bureau or agency of the Government concerning bio 
logical methods of control ¢ 

Dr. Cox. I know of several publications that were issued prior to 
the advent of DDT, and I do know that some work has been done and 
been published on biological control of certain insects for which we 
do not yet have adequate chemical control. But I do not know of any 
work that has been published on a really thorough-going basis cover- 
ing the interrelationships between biological control and chemical! 
control which we think needs investigating. 

Mr. Horan. What do you mean by biological control ? 

Dr; Cox. Insect parasites. 

Mr. Horan. Like ladybugs? 
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Dr. Cox. Yes; predators and parasites, both. 

Mr. Kuerrecp. Dr. Cox, on the bottom of page 21 of your statement, 
you say that— 

The disturbed ecological relationships, combined with developments of re- 
sistance to specific insecticide— 
and we have had some testimony to that effeet— 
has resulted in control programs which have caused the build-up of excessive 
residues in the hope of achieving control, and when this was unsuccessful, the 
hasty and often ill-advised use of new and more effective insecticides which 
had not yet been thoroughly tested. 

You say that the net result has often been the creation of residue 
or off-flavor problems more serious than those arising from the use 
of the original insecticide. Is that corect ? 

Dr. Cox. Yes. 

Mr. Kuerrevp. Well, that presents a pretty difficult and serious 
picture, doesn’t it, Dr. Cox? 

Dr. Cox. It does. 

Mr. Kuernretp. On page 22 you say: 

It appears that some of the economic entomologists who have been active 
in the development of certain ill-advised pesticide recommen ‘ations have tended 
to become chemical specialists rather than entomologists. 

Could you explain that in greater detail, Dr. Cox? 

Dr. Cox. Well, I can speak from personal experience within the 
past 6 months. When we sat in with the entomologists and research 
staff from one of the State experiment stations, one entomologist who 
had made certain recommendations that had gotten both the growers 
and ourselves into trouble, got up and made the statement, “Well, all 
of these new insecticides are coming on the market. As each one 
comes along I feel the responsibility to make recommendations for 
them.” 

The director of the experiment station got up and he said, “We will 
establish a policy right now that we will make no recommendation for 
anything until we have had adequate scientific information on which 
we can base those recommendations.” 

Because of the activities of this entomologist and one or two others 
who made ill-advised recommendations, we have discussed the prob- 
lem of chlordane in carrots, where we showed that there was pene- 
tration. The farmers used it in a certain area, and we understand that 
crop had to be destroyed in the warehouse. Also we found in a 
certain State apples were contaminated with BHC. Since then those 
recommendations have been withdrawn. 

Mr. Kietnrevp. Which insecticides have you found to have a pene- 
trating effect? Are you ina posit ion to say‘ 

Dr. Cox. We have very definite proof for both lindane and benzene 
hexachloride. We know that there is some sort of a flavor penetration 
from chlordane in the carrots. We have no definite proof as yet from 
the chemical or bio-assay that it goes into the carrot tissue. We know 
that when carrots are carefully washed according to our washing pro- 
cedure there is chlordane still on or in the carrots, but we haven’t taken 
the research far enough to know whether it is a direct penetration. 

Mr. Kurrmrevp. Dr. Cox, on page 22, you have made a distinction 
between an economic entomologist and a chemical specialist. What 
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do you think the function of an entomologist should be as distin 
guished from a chemical specialist ? 

Dr. Cox. Well, I think that an entomologist—and I am following 
pretty closely the thinking of Dr. S. A. Rohwer, former Assistant 
Chief of the Bureau of Entomology and Plant Quarantine, who ver 
bally issued warnings in many meetings, that entomologists should 
cease to be chemical specialists, that they should look at the insect in 
relation to his entire environment, including other parasites, other 
predatory insects, and in developing any chemical-control program 
they should make a thorough study of the effect of the insecticide on 
the soil and on other insects that may control the one we are trying 
to control. And I think one good example of that. is our experience 
with the outbreak of the red-banded leaf roller in New York some 
years ago. I believe it has already been discussed before your 
committee. 

In the attempt to control the codling moth they killed off the 
natural predators of the red-banded leaf roller and allowed it to 
develop to the point where it caused serious economic losses. That 
year we had to go clear into Nova Scotia to buy apples because we 
couldn’t get the quality of apples we wanted in the Hudson Valley. 

I think the Northwest has had a similar experience in the codling 
moth with relation to some of the mites up there that have increased 
and caused trouble. 

Mr. Kuernrevp. As I understand your statement, the function of 
the entomologist is not merely to develop a substance which will kill 
an insect ? 

Dr. Cox. That is right. 

Mr. Kierrevp. On page 24 of your statement, Dr. Cox, you say 
that you know that considerable funds have been raised to offset 
supposedly undesirable publicity against chemicals in foods. 

That is a very interesting statement. Could you explain that? 

Dr. Cox. Well, prac tically all the chemical-trade journals and all 
the trade journals in the past month have included very widely pub 
licized statements that a certain organization has been raising funds 
to counteract unfavorable publicity on chemicals in foods. They are 
not a bit bashful about saying it. There have been some very pointed 
statements made at your own committee about some of your activities 
that they would like to bring under control. 

Mr. Kuerrecp. And undesirable publicity concerning the use of 
chemicals in foods would be testimony such as yours, indicating that 
perhaps some problem exists with respect to the use of chemicals on or 
in foods? 

Dr. Cox. We have been accused of being hysterical about the 
problem; that is right. 

Mr. Kurinre.p. Food faddists perhaps? 

Dr. Cox. I think so. In fact, as a result of some of the publicity 
that has been given to chemicals in foods, we have had criticisms from 
the opposite e nd. We have had mothers write us letters ace using our 
company of using chemicals in foods. 

Here is a letter from St. Petersburg, Fla. : 

It’s the same old tale: The public be damned until it harms the health of the 
people by chemical additions to its food products. 

She was writing to us in relation to peanut butter in which we used 
hydrogenated peanut oil in small amounts. 
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Mr. Kuieinrevp. Dr. Cox, concerning the subject we just discussed, 
are you familiar with the fact that there was a meeting a week or 
two ago in New York of the Manufacturing Chemists’ Association / 

Dr. Cox. That is right. 

Mr. Kiernrevp. Did you attend ¢ 

Dr. Cox. I did not. 

Mr. Kuxinretp. Do you know what that was about / 

Dr. Cox. I have read their agenda very carefully, and it was sup- 
posedly aimed at a joint discussion between people in the food in- 
dustry and people in the chemical industry about the problem of 
chemicals in foods. 

Mr. Kueinrecp. Mr. Chairman, I have here a copy of a statement 
which was proposed to be given at that meeting by Dr. R. C. Newton, 
vice president of Swift & Co., which discusses some of the points 
which are frequently raised concerning the problem of the addition 
of chemicals to foods. In view of Dr. Newton's position as vice presi- 
dent. of Swift & Co. and their position in the food field, I suggest it be 
made a part of the record. It is a short statement. This was for- 
warded to me as a copy of the statement that Dr. Newton proposed 
to give at this meeting but was unable to do so. 

Mr. Jones. You say it was not given? 

Mr. Kurrrevp. No; it was not given. It was a statement he pro- 
posed to give and was unable to give at that meeting. 

The Cnarmman. Who forwarded it? 

Mr. Kueinrevp. It was forwarded to me by a representative of Dr. 
Newton. Specific permission was given by him to put it in the record. 

The Cuairman. There is no objection on his part ? 

Mr. Kieinrecp. No objection. 

Mr. JONES. You have word from Dr. Newton that he has no objec 
tion to its being put in? 

Mr. Kurinrevp. He has no objection. 

Mr. Jones. As long as it comes from him, all right. I do not think 
t should come from someone else. 

The Cuatrman. Off the record. 

(There was discussion off the record. ) 

The Cu AIRMAN, If there Is no objection, we will make ita part of 
the record. 

(The statement referred to is as follows :) 

SwireTt & Co., 
Chicago, Ill... January 22. 195 
Mr. Vincent A. KLEINFELD, 
Chief Counsel, Committee to Investigate 
the Use of Chemicals in Food Products, 
House of Re presentatives, Washington. D.C 

Dexr Mr. Kietnrecp: You have undoubtedly seen many of the printed state- 
ments regarding the chemicals-in-foods controversy. At the joint meeting of 
epresentatives from the chemical industry and the food industry, sponsored by 
the Manufacturing Chemists’ Association, which was held in New York on Jan- 
ary 15, there should have been an opportunity to properly review both sides 
f this question It was my intention to present a prepared statement but be- 
cause of a very crowded program the chairman allowed time to sketch only a 
few of the pertinent points. It seems worthwhile, therefore, to send to those 
n attendance at the meeting, and some others who may be interested, a copy 
f this brief statement 

There is considerable danger that the present situation will lead to a disaster 
vhich, in addition to the harmful effect on public health, will undermine public 
confidence in the food industry and particularly in the chemical industry. There 
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is a gap in the present Federal food law which should be closed by amendment. 
For foods that are as yet unstandardized, the present law places the burden on 
the Food and Drug Administration to prove that a substance is poisonous before 
its use in food can be prevented. A simple change in the law to place the burden 
of proof on the prospective user is essentially all that is needed. 

I wish to make it perfectly clear that I have taken no position, either in sup- 
port or in opposition of any particular bill. It is because I feel so strongly that 
the chemical industry may do immeasurable harm to the food industry as wel! 
as to itself by opposing such an amendment, that I take the time to bring this 
matter to your attention. 

Very truly yours, 
Roy C, Newron. 


STATEMENT PROPOSED To BE GIVEN By Dr. R. C. NEWTON, VICE PRESIDENT oF 
Swirr & Co., DurRING THE DiscUSSION PERIOD FOLLOWING THE ARRANGED Pro- 
GRAM IN New YorK on JANUARY 15, 1952, oF THE MANUFACTURING CHEMISTS’ 
ASSOCIATION, ENTITLED “INTERINDUSTRY CONFERENCE ON CHEMICALS IN Foop” 


I am glad to have had the opportunity to sit in on this conference and hear 
the many diverse views on this important question. This subject is of tremen- 
dous importance to the food industry, and while it may be of considerable im- 
portance to the chemical industry, it occupies there perhaps only a minor role. 
The food industry of this country is immense. When considered on the basis 
of tonnage or dollar sales, the figures are tremendous. When reviewed from 
the point of view of numbers of producers, processors, and distributors, it is 
equally large; but, when viewed from the standpoint of the dependence of the 
American people for their very lives, it reaches its peak of importance. 

No one company nor, in fact, no one segment of the industry can be considered 
as representative of the food industry in its entirety. There are, however, some 
problems which are common to a very great extent across the entire industry. 
There are certain responsibilities which fall directly upon any person who 
processes or distributes food to the public. 

One of these responsibilities is to see that the food product reaches the ulti- 
mate consumer in a condition that will provide nourishment and, at the same 
time, present no hazard from its consumption. The fulfillment of this respon- 
sibility requires not only facilities but also a great deal of technical knowledge 
and, above all, a high standard of ethics for public welfare. There are many 
companies in the food industry who have sufficient technical knowledge; there 
are also many that subscribe to such high standards of ethics ; and we hope there 
are increasingly more who can qualify on both scores. 

The manufacturing chemical industry, under whose sponsorship this meeting 
was called, has made a brilliant record in the production of new and useful 
things for the betterment of mankind. One of the outstanding characteristics 
of this chemical industry is the speed with which new developments are adapted 
to human needs. However, in the application of science to food, speed is of less 
importance than safety. 

It is not clear from the publications emanating from the chemical industr) 
over the past 2 years that many of the members of this industry understand 
why a new material cannot be adapted to the food industry as quickly as it can 
to plastics, textiles, etc. The tone of many articles appearing in such sequence 
as to indicate direct propaganda have been obviously prepared by persons who 
do not have full realization of the delicacy of balance of chemical reactions 
within the human body and the ease with which foreign substances can throw 
this delicate mechanism out of balance. 

Running through this series of propaganda articles are many unsound premises. 
The repetition with which these same erroneous issues appear would indicate 
a planned objective of confusion, I should like to mention five of these issues: 

The first and perhaps the most frequent is that of natural versus synthetic. 
There are those among these writers who would have us believe that the issue 
centers around this point. I should like to deny emphatically that this question 
has anything whatsoever to do with the problem of chemicals in food. Surely 
no one denies that many substances growing in nature are poisonous to the human 
being. So that once and for all we can say that it makes no difference whether 
a poison is natural or synthetic; it still should be kept out of food. 

The second erroneous issue is that of persecution. There is a vein of implica- 
tion in many of these articles that the manufacturing chemical industry is being 
persecuted. Insofar as I know, this is also false and should have no part of the 
real consideration of this important question. 
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The third confusing bit of philosophy is that all foods are chemical in nature. 
Of course, they are all chemical in nature, but that does not lead to the con- 
clusion that all chemicals are satisfactory as foods. 

No. 4: You cannot prove a negative. This has been used to belittle the require- 
ments for an adequate animal-testing program before new and unusual sub- 
stances are allowed in food products. Whether you can prove a negative or not 
is beside the point, for you can get good substantial evidence that a substance 
is poisonous, the extent of its poisoonus quality, and the hazard presented by its 
incorporation in food. You cannot always do this in a few weeks. It is a 2- 
to 3-year program; and, since it is usually begun only after a thorough 
screening of a large number of substances, the total time very often runs to 5 
or 6 years. With the rapid rate at which new substances are proposed for 
incorporation in foods, is this too great a penalty to pay for the safety of the 
public? I contend that it is not. 

The fifth of the confusers is that even table salt is poisonous under some 
conditions. I think it is well established that one can cram enough table salt down 
his throat to kill him, but is there any doubt in the mind of anyone here that 
table salt used by the normal individual in the manner which it has been used 
for thousands of years represents any hazard. 

Conversely, is there any doubt in anyone’s mind that it is possible to incorpo- 
rate in food products small amounts of chemical substances which, without being 
obvious to the consumer, would either kill him or impair his health when con- 
sumed over a long period of time? 

The real issues and the only issues that are worth discussing in connection 
with this problem at the moment relate to pretesting of new and unusual sub- 
stances proposed for food. I would like to list them in the order that they occur 
to me: 

1. Shall the unusual products proposed for use in food (be it natural or syn- 
thetic) be subjected to animal testing before trying them out on the public? It 
is my experience that no one is bold enough to stand up in meeting and suggest 
that all these unusual substances be tried on the public without pretesting. Many, 
however, will have certain qualifications they wish to put in. They will object 
to the long test period. They will object to the levels that are included in the 
test. They will object to the interpretation of results. They will object to 
delegating authority to a Government body to serve as a referee on the adequacy 
of such tests. 

2. Should such pretesting by compulsory? There are many who will laud the 
ethical standards of the chemical industry and the food industry in an attempt to 
show that they are reliable and intelligent enough to make all the tests required 
without compulsory action. A moment’s reflection on the part of anyone should 
convince him that this is not true 

3. What constitutes a good and sufficient test? It is my own opinion that there 
is a lot yet to be said on this point. The Food and Drug Administration has 
attempted to outline the test requirements. They have recognized that each 
individual case calls for some modification and it is possible that as the years 
go on we will arrive at a clearer understanding of what should be required to 
protect the public. 

4. Who should decide when the testing has been adequate and that the product 
is harmless? There are those who have proposed establishment of an unbiased, 
non-Government scientific body to referee these questions. It seems obvious to 
me that such authority can only be delegated to a Government appointee, and 
that brings us right back to the present regulatory bureaus in the Government. 
One of these is the Meat Inspection Division of the Bureau of Animal Industry. 
This regulatory Bureau now has all of the authority to require pretesting. The 
Food and Drug Administration has authority to require pretesting on anything 
to be added in those foods on which standards and definitions have been pro- 
mulgated. It does not have authority, under the present law, to require pretest- 
ing on a proposed additive in a nonstandardized food, nor does it have authority 
to stop the use of that additive unless it can prove that the additive is deleterious. 
Since this is obviously an impossibility, as the Food and Drug Administration 
could not maintain a staff large enough to test all of the chemicals that can be 
thought up by the manufacturing chemical industry and the entire food industry, 
it seems only logical that the burden of proof should be reversed and put upon 
the industry rather than upon the Government. 

I notice in the December 24 issue of Chemical and Engineering News that the 
Manufacturing Chemists’ Association has raised a sum of money for public- 
relations activity. This article states that the contributions were made “because 
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of the emergency nature of the chenricals-in-food problem.” 1 am particular!) 
interested in this activity of the Manufacturing Chemists’ Association because 
I have spent all of my business life in the food industry, and feel that I have 
a real stake in any matter that may affect the food industry. If I may judge 
from the numerous articles and editorials occurring in the chemical journals 
during the past year, I believe there is a real threat to the food industry. 1 base 
this assumption on the possibility that these articles, which appear in such 
sequence of repetition that they appear to be propaganda, mmy eventually affect 
public opinion to such an extent that the Food and Drug Administration will be 
prevented from carrying out its responsibility of protecting the public. If this 
series of events should come to pass, there will undoubtedly be a surge of new 
chemical substances incorporated in food without adequate pretesting. 

Such a program will lead to a disaster, just as surely as we are assembled 
here today. Such a disaster will reflect discredit te the food industry; inci- 
dentally, it will also reflect discredit to the chemical industry, but the principal 
damage will be done to the public. After such a disaster there is no doubt that 
the law will be strengthened in any manner considered necessary for public 
safety. 

With these hazards to public health and this threat to the prestige of the 
food industry as well as the chemical industry, is it too much to hope that the 
Manufacturing Chemists’ Association in their public-relations program will do 
nothing to inhibit the Food and Drug Administration in its effort to protect public 
health? Also, may we hope that part of the activity of the Manufacturing 
Chemists’ Association will be directed toward the education of its own members 
who may not understand clearly their responsibilities. 

Mr. Kuiernrevp. I have no further questions of Dr. Cox, Mr. Chair- 
man. 

The Cuarrman. Mr. Jones? 

Mr. Jones. I was interested in this same thing that you discussed 
a minute ago; that you know considerable funds have been raised to 
offset supposedly undesirable publicity against chemicals in foods. 

What group is raising those funds? What class? 

Dr. Cox. From the information that we have been able to gather 
from the recent articles in the newsletter of the American Chemical 
Society, they were apparently raised from the membership of the 
Manufacturing Chemists’ Association. 

Mr. Jones. Well, I mean you made the statement that you know 
that considerable funds have been raised. 

Dr. Cox. Yes. 

Mr. Jones. Then you say you understand. 

Dr. Cox. Well, we do know. They have published it and told us. 

Mr. Jones. You do know? 

Dr. Cox. They have published the figures. 

Mr. Jones. You don’t know what the amount is that was raised by 
them for that purpose / 

Dr. Cox. The last figure I saw was something like $119,000. I be- 
lieve it has been roughly within that range. 

Mr. Jones. One thing I was interested in is your statement about 
the tests on the spinach. Now when are those tests made on the 
produce? In other words, how quickly after the produce is brought 
into the plant are those tests available so that you know whether or 
not the produce is suitable for use ¢ 

Dr. Cox. We go beyond that stage. We send our field men out and 
they make field samples prior to harvest and send them in for analyses, 
and we accept on the basis of this analysis, and they come into the 
plant. When they get into the plant they are analyzed again, and if 
there has been any mistake, the material is destroyed right there. 

Mr. Jones. That would be just within a few hours? 
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Dr. Cox. Within a few hours. 

Mr. Jones. I might say, as you know, some of the committee did 
have the opportunity to go through one of your plants in California. 

Dr. Cox. . 

Mr. Jones. And I think that the company is to be commended 
for the precautions which they take. I was impressed, and I know 
prior to that time I had no idea of the precautions that were taken 
to eliminate the hazardous chemicals from appearing in the food 


“es. 


products. 

Now one other question, you have spoken here in the early part of 
your paper about DDT. Do you know what harmful effects have 
been noted from DDT in infants? You say that you know that DDT 
does appear in new-born infants. Do you know of any harmful 
effects that have been caused from that ¢ 

Dr. Cox. I did not Say that I knew that DDT appeared in new 
born infants, but from the information that is available we would 
make a caleulated guess that it did. 

Now we do not know of any injuries to infants as a result of eating 
foods contaminated with DDT residue. Neither do we intend to take 
any chances on finding out. 

Mr. Jones. In other words, you are just using the maximum pre 
cautions / 

Dr. Cox. We are. 

Mr. Jones. Now what I have been trying to find out since this 
committee has started—we have heard a lot about DDT and about it 
being stored in the fat and other organs, but. I haven't been able to 
learn what specif harmful effects have actually been caused by that 
DDT. That is what I have been trying to get. 

Dr. Cox. We have no information on harmful effects from DDT in 
infants. 

Mr. Jones. | have no othe questions, 

The Cuamman. Dr. Miller? 

Dr. Mitier. Dr. Cox, 1 think you have made a very fine statement, 
and IT am glad you were able to appear before the committee, as we 
thought you might when we saw you in California. 

| tin interested in these chemicals in foods. You would not want to 
leave the umpression that chemicals themselves in food are bad‘ In 
other words, if the « hemical has heen properly tested and there is ho 
harm to the human being, you would not have any objections to the 
use of chemicals in foods to preserve the food, make it look better, 
and maybe add something to it that nature had left out / 

Dr. Cox. We have had practically ho experience W ith the addition 
of chemicals to foods. But in the development of new products which 
we anticipate, if we had to add such a chemical to maintain the quality 
of the food or give it proper nutritive value, we would very detinitely 
want to have all the information available. 

Dr. Mitier. In other words, if there is no harm to human beings 
in Introducing it in the food stream you would have no objection to it / 

Dr. Cox. Absolutely not. 

Dr. MULLER. I was thinking of certain vitamins that might be ad- 
ded to food, such as cod liver oil products. And in animals’ food, they 
are adding aureomycin to the food of hogs to get rid of intestinal 
parasites, and it seems to do something to the hog, he gets over illnesses 
quicker, 
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Dr. Cox. We still feel that a lot has to be known about the pos- 
sible effects of antibiotics before we are ready to accept them for use 
in the food business. 

Dr. Minter. I think that is well. 

What about the natural enemies of the old codling moth and grass- 
hopper and other rust mites, and so forth—is work being done on 
dev eloping natural enemies of the codling moth instead of using pes- 
ticides ¢ 

Dr. Cox. Some work is being done, but we agree with some of the 
economic entomologists who recently had a symposium on biologic 
control, that a great deal more work needs to be done. We feel it 
should be carried out concurrently with the development of new pesti- 
cides. We feel it is a field that has been a bit neglected due to the 
pressure of finding out how you can use chemicals, and we think that 
work has to be revised. 

Dr. Mitier. I noticed in some of your recommendations on page 
26, particularly on pesticides, that the manufacturer of pesticides 
should be required to present a suitable method of residue analysis 
prior to registration and sale. 

Would you put the entire cost upon the manufacturer of pesticides 
to determine and present to the Food and Drug Administration what 
effect the pesticide might have, the residue, and so forth. 

Dr. Cox. We think such a method is absolutely necessary, but I 
can conceive of instances where a very effective insecticide may be 
developed and we would need it very badly, and it may be a small 
chemical manufacturer, and I think some provision should be made 
that he get help from elsewhere if he needs it. I know our company 
has cooperated with some of the chemical manufacturers in develop- 
ing methods. We developed the original method for methoxychlor 
now widely used, and we developed a method for benzene hexa- 
chloride. 

Dr. Mituer. Do you think the responsibility should be placed en- 
tirely in the Food and Drug Administration or would you put it 
some place else—Public Health or Agriculture ? 

Dr. Cox. Responsibility for what—developing methods? 

Dr. Mriter. Or administering the law, checking on the toxicity of 
the pesticide or chemical fertilizer that might be used. 

Dr. Cox. I have already covered that in my statement. 

Dr. Mitier. You have covered it. I came in a little late and read 
it over hurriedly and did not cover all of it. 

Dr. Cox. I have been very careful in what I have said, because I 
know nothing about the food and drug law. I make no pretense to 
be an expert on that line. 

Dr. Mriier. On page 27, article 6, you say: 

A requirement that following the publication of tentative tolerances, the Food 
and Drug Administration make sample analyses of interstate shipments of 
fruits and vegetables; and if the tentative tolerances are exceeded, issue pub- 
lic warnings to the areas of production concerned. 

Dr. Cox. Yes. We think that that is necessary in order to ade- 
quately protect the farmer. We feel that the farmers have sometimes 
used insecticides without being adequately informed, and we found 
from our own experience if you issue a warning to them, they attempt 
to do something. We think that it would be very bad for. for exam- 
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ple, an area in the Northwest to start using something and have a 
seizure without any warning whatsoever. And if they are warned by 
an official agency that action will be taken unless they do something, 
it gives them a chance to get their house in order. 

Dr. Mintzer. It would be a tremendous job to go over all of the 
chemicals proposed to be used in food, pesticides and other things that 
go into the food channel. It would take quite a force to properly 
analyze and carry out experiments. 

Dr. Cox. Well, my testimony is confined only to pesticides. 

Dr. Minuer. I think that is all. 

Mr. Horan.-I also enjoyed your statement, Dr. Cox, particularly 
your reference to the State of Washin igton and the experience that we 
have had through the years with insecticides and their removal, and 
what constitutes a proper regulatory system. 

But I am a little bit confused about all seven of your points he =e 
because I think the question is, is it not, who should set the tolerance ? 

Dr. Cox, Well, Iam notane xpe rt in legisl: itive matters and I don't 
feel competent to say that. 

Mr. Horan. That would be administrative, I should think. 

Dr. Cox. We do feel this: That as taxpayers in the interest of 
saving money the United States Public Health Service already has 
the technical personnel and the facilities for doing much of the re- 
search on toxicological testing on which tolerances could be definitely 
established, and we would certainly like to see the Public Health Serv- 
ice put in a position to do that work. It would avoid undue dupli- 
cation of effort. 

Mr. Horan. That, of course, coincides with my own thinking. 

Dr. Cox. In other words, I am thinking pretty much along the lines 
that Cliff Chase presented in his testimony at Spokane. 

Mr. He rw. I notice here with a cood deal of interest in the state 
ment supplied to us, not made public yet, Mr. Kleinfeld, that Dr. 
Newton would appear to have that same basis of conclusion. He is 
like most scientists, of course; he beats around the bush quite a bit. 
I wish he was here so we could hear him s ay that. 

Do you not think a program that would have an unbiased body, 
under close supervision by the Public Health Service, if it were a pri- 
vate body such as the American Medical Association committee on 
cosmetics, authorized to declare what is safe and what might be dele- 
terious to the public health, or else have the Public Health itself con- 
duet those experiments as Is now being conducted in Savannah, We- 
natchee, and Seattle / 

Dr. Cox. We would have more confidence in the Public Health 
Service doing the basic research than we would in some private body 
doing it, because it is a little further removed from under pressure 
from spec ‘lal interests. 

Mr. Horan. That raises a very interesting case that this committee 
has attempted to deal with, and that is in the case of cosmetics, which 
are an essential but not a necessity of life, should the public pay for 
the setting of these tolerances and the experimentation that might 
be needed? And if you didn’t think that the taxpayers of the Nation 
should shoulder that responsibility and that cost, how would you go 
about it to see that some quasi-public body was certified to conduct 
those tests and have them stand up after they had been conducted ? 

Dr. Cox. With respect to pesticides—— 
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Mr. Horan. I am talking now about the committee on cosmetics set 
up under the American Medical Association, who have a sort of labora- 
tory out in Chicago that does offer its services to the cosmetic industry. 
I will get back to foods, but I want your feeling in this matter first. 
At this laboratory they apparently do not conduct too much experimen- 
tation, but they do assemble the known facts and issue the conclusions, 
as I understand it. Is that not right, Mr. Kleinfeld ? 

Mr. Kuie1nrevp. They do some testing. 

The Cuarman. Along that line. 

Mr. Horan. Along that line. 

Now do you feel in the case of cosmetics, which are an essential but 
not a necessity of life—people can live without them—do you feel that 
the taxpayers of the Nation should foot all the bill, or what procedure 
might be entered into to enable cosmetic manufacturers—and they are 
honorable men—to offer their products safely to the public ¢ 

The question is, Should the taxpayers pay for that sort of 
experimentation / 

Dr. Cox. I do not feel competent to express an opinion on that 
because | don’t know the background. 

Mr. Horan. That is all right. 

Now in the case of food which is a necessity of life—we have to eat 
to live—do you feel that the Public Health Service should be em- 
ployed to conduct experimentations on these things ¢ 

Dr. Cox. With regard to pesticides, I still think most of the burden 
should fall on the manufacturers who want to sell these things. But 
there are many instances with which we are familiar that certain 
special tests have to be done, there are certain points of information to 
complete the picture that have to be gathered that the pesticide manu- 
facturer does not have the facilities or cannot get the facilities for do- 
ing, and we think that in those cases, in order to bring the picture into 
focus, that the Public Health Service should have facilities for doing 
that. They have already set the pattern on hazards to the operator. 
There are certain questions which have come up that the chemical man- 
ufacturer found impossible to handle, because they were regional 
problems, and it was for that reason that the regional laboratory was 
set up at Wenatchee, we think that is a very healthy expenditure of 
public funds in the public interest. Those are the type of things we 
are thinking of. 

Mr. Horan. Well, that follows along my thinking, but we do have 
to, I think, separate the various things in channels of commerce that 
might be deleterious to the public health, and we have to set up a pat- 
tern of pretesting them before they are offered to the public, and that 
involves laboratory work, involves experimentation and a lot of other 
things. And don’t you feel that if we arrive at any conclusion at all 
that we should be able to say in the case of foods, which the public 
needs, we feel that it is a proper expenditure of taxpayers’ funds to 
conduct this sort of thing the same as we are doing at Wenatchee with 
pesticides ¢ 

Dr. Cox. Within that definition ; yes. 

Mr. Horan. But in the case of those things which are not too highly 
essential to the public health we feel that a greater amount of the 
burden should be carried by the industry itself. Is that a logical 
differentiation ? 
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Dr. Cox. Your statement sounds logical to me within my limited 
knowledge. 

Mr. Horan. That is all, Mr. Chairman. 

The Cuarrman. On page 1 of your statement you refer to mold 
counts. 

Dr. Cox. Yes, sir. 

The CHarrman. Could that be helpful in determining whether 
fungicides, pesticides, or insecticides were used ¢ 

Dr. Cox. Well, to begin with, the Food and Drug Administration 
has already set very definite tolerances for mold count, and if we 
exceed those tolerances we know we are going to be subject to a seizure. 
So we know how we have to operate there. And it gives me an oppor- 
tunity to emphasize the very definite need for good pesticides that we 
know how to use, because unless we cah use good fungicides and keep 
the mold count down, say, on tomato products, we are going to run 
nto trouble with an inferior product that the Food and Drug Admin- 
stration is not going to hesitate to make the seizure on. 

The (CHAIRMAN. Well. even if no pesticide or chemical ot any kil d 
were used, you could still have a full mold count ¢ 

Dr. Cox. Yes. 

The CuarMan. If the product was aged. Tt is a natural process, 
s it not, in most foodstuffs ? 

Dr. (‘ox, No. 

The Cuarrman. It is not? 

Dr. Cox. It is the mold count in the material at the time it is proe- 
essed. After you go through your processing procedure and steriliza- 
tion you get no further development of molds provided your container 
doesn’t leak. If you run into leakage you are going to run into 
seizures again. 

The Cuamman. Are you able to determine from the mold count 
whether chemicals of ar \ kind were used ¢ 

Dr. Cox. No: we are not. 

The CHarrmMan. Or the reverse / 

Dr. Cox. No. 

The CuHairman. All right. Now, in the past when they used chem 
cals on. for example, a product like cotton, they did not have to be 
too caretul about the quantities used except for economic reasons. 
loday, however, doi *t we vet cottonseed oil from cotton, al al isn't that 
sed in oleomargarine ? 

Dr. Cox. Yes; certain proportion and certain types of oleomar 
carine have hydrogenated or various types of cottonseed oil in them. 

The Cuainman. Would not greater care be required ¢ 

Dr. Cox. We would think sO. We have had not experience with 
cottonseed oil. We have had expel lence W ith certain ty pes of hydro- 
cre} ated peanut oil that are used in stabilizing peanut butter, and are 
ilready finding that some of these hydrogenated peanut oils have 
traces of benzene hexac hloride. We have had to go back to the manu- 
facturer and vet after them and even vive them analytical methods. 
And we have actually had to reject considerable amounts of hydro- 
venated peanut oil. 

Phe Cuarmman. I think that is all, Dr. Cox. I want to jon with the 
ommittee in expressing our thanks to you for your eareful considera- 
tion of this subject. It has been most helpful, I know, to all of the 
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members who have had an opportunity to hear you and for the rest of 
the members who will read this record. 

Have you another question, Mr. Kleinfeld? 

Mr. Kuiernretp. Just one question. Do you buy peas for canning ’ 

Dr. Cox. We have two procedures. We have a considerable acre 
age in New York that is grown under contract, and then on occa 
sion we run short of peas and we have to buy frozen peas from other 
areas. 

Mr. Kiernrecp. Have you found DDT on your peas? 

Dr. Cox. We have not found DDT on processed peas because it 
does not penetrate into the pod. 

Mr. Kiernretp. Do you know whether DDT is used as an insecti- 
cide on peas ¢ 

Dr. Cox. It has been used and we know in some cases where it still is. 

Mr. Kiernreip. Do you know what happens to the pea vines? 

Dr. Cox. In New York and in some of the Northern States it is 
made into silage and fed to dairy cattle. 

Mr. Kiernrevp. A representative of the National Canners Associa- 
tion testified before this committee that the pea vine is sold for that 


purpose. ‘ : 

Now if DDT has been used and the pea vine is sold for fodder, that 
means that the cattle eating the pea vine will get DDT into their 
systems; is that right? 

Dr. Cox. That is true. We have considerable evidence to indicate 
that. 

Mr. Kuervrevp. And DDT will accumulate in the cattle, will it 


not ¢ 

Dr. Cox. From all the amount of evidence published it indicates 
that, ves. 

Mr. Kuernrecp. Do you feel it is good sound practice for a canner 
to sell pea vines on which DDT is present for use as fodder for 
cattle ? ; 

Dr. Cox. We have not felt that that was the case. 

Mr. Kierreip. Do you think it is advisable to do that ? 

Dr. Cox. We haven't done that. 

The CrarrMan. Have you one more question, Mr. Horan? 

Mr. Horan. Off the record. 

(Discussion off the record.) 

Mr. Kiernretp. Before calling the next witness, I have a letter 
from another canner, H. J. Heinz Co., which sets forth the genera! 
views of that company on the problems before this committee. It is a 
short letter and I suggest that it be made part of the record. 

The Cuarrman. Did they request it? 

Mr. Kiernrevp. They have agreed that it should be made a part 
of the record. 

The Cuarmman. Unless we have objection? 

Without objection, we will make it part of the record. 

(The following letter was submitted for the record :) 


H. J. Herz Co., 
Pittsburgh, Pa., November 8, 1950. 


Mr. JAMes J. DELANEY, 
House of Representatives, Washington, D. C. 
DeEaR MR, DELANEY: Your letter of October 18 in connection with the activities 
of your committee has been given careful consideration. The scope of the work 
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of your committee is so broad that it is not easy to cover the matter briefly or 
even within our own organization to investigate all the various considerations 
that can be brought up. 

You state, however, that you are particularly interested in knowing what 
policy, if any, our company has followed with respect to the incorporation of 
chemicals in foods. We have a long history in this connection and, as it is a mat- 
ter of record, there is hardly need to outline it in detail in this letter. 

Our company was most active from 1900 to 1906 in assisting in the passage of 
the original Pure Food Act and worked very closely with Dr. Harvey Wiley in 
determining just what would be practical in that legislation. Previous to that 
time, chemical preservatives had been used to preserve food products and it was 
generally believed that spoilage and possible food poisoning might result if such 
chemicals were not used. Preservatives were grouped into two general classes: 
natural preservatives consisting of sugar, salt, vinegar, and spices; and artificial 
preservatives consisting of benozate of soda, salicylic acid, sulfur dioxide, et« 
The matter was highly controversial and, according to our record, we became 
deeply involved in the discussions and it took a considerable amount of our time 
because we were one of the few in the industry who were willing to sponsor this 
movement on the part of Dr. Wiley to put the food industry on a better basis. 
Since that time we have not deviated from our policy of processing our food 
products without the use of chemical preservatives, but of being very particular 
about the ingredients we purchase to make sure they are free from such sub 
stances. Not only have we guarded against added chemicals but are constantly 
on the alert against accidental contamination from the type of metals we use in 
our utensils. Our finished products are regularly being checked for traces of 
copper, lead, zinc, ete., which might be picked up in the manufacturing process. 

In the last few years the growing use of insecticides and pesticides has added 
to our burden. We realize that without their use it is very difficult to produce 
crops of the fruits and vegetables we need that are free of insect contamination. 
Insect contamination itself is very objectionable and we are constantly checking 
our products to be certain that it is kept to a minimum We are, therefore. 
faced with a very definite problem. If we do not permit the use of chemicals on 
the crops to keep down the insect infestation, the finished product will be ob 
jectionable and, if we do permit the use of insecticides, the resulting product 
may be undesirable because of traces of these insecticides carried over into it 
This is not a new problem. The use of lead arsenate sprays has gone back over 
the years and it is not possible to entirely remove these substances when prepa! 
ing a product for consumption. Every possible effort has been made to do so 
and the Food and Drug Administration have arrived at certain maximums that 
are permissible, which are sometimes called tolerances. These are usually very 
small parts per million so that they are really just a trace. There is no argu- 
ment about the toxicity of lead and arsenic because this is well recognized but 
it has seemed over the years that we have had to accept these minute traces. 
We are hopeful that some of the new insecticides will be just as efficient and much 
less toxic, but it will take considerable time to definitely establish these facts. 

It is rather obvious that no substance should be used unless there are assur 
ances that it will do no harm or that it can be entirely removed before consump 
tion of the product. With definite poisons like arsenic and lead, agreement can 
be reached much faster than in the use of some of these new compounds about 
which not too much is known. Under certain conditions, table salt is a poison 
so the matter is not a simple one and will take much patience to work out. 

If legislation can be drawn which will be practical to enforce and will take 
into consideration all the complexities of the problem, we would be in favor of 
such legislation being enacted. Certainly industry should fully express them- 
selves on this matter in order to make such legislation feasible. 

Yours very truly, 
Frep HEINz, 
Special Assistant to the President. 


The CuarmmMan. Call the next witness. 

Mr. Kuernrecp. Dr. Hines. 

The CuHamman. Your name and address, Doctor. 

Dr. Htnes. Don Carlos Hines, Conarroe Road, New Augusta, Mar- 
ion County, Ind. 

(The oath was administered by the chairman.) 
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TESTIMONY OF DON CARLOS HINES, M. D., NEW AUGUSTA, IND. 


Mr. Gorriies. Are you a medical doctor, sir? 

Dr. Hines. Yes. 

Mr. Gortiies. Are you an endocrinologist ¢ 

Dr. Hines. Yes. 

Mr. Gorriies. Have you contributed papers to the scientific lit- 
erature ¢ 

Dr. Hines. A few. 

Mr. Gorriies. About how many, would you say ¢ 

Dr. Hines. Maybe two or three. 

Mr. Gorriien. Have any of these been on diethylstilbestrol ¢ 

Dr. Hines. No. 

Mr. Gorriires. Whom are you representing here today, sir? 

Dr. Hines. I don’t think I can say that I am representing anyone 
but myself. I am associated with Eli Lilly & Co., but no one in that 
organization has seen the contents of my statement, nor have I dis- 
cussed it with anybody. 

Mr. Gorriies. Did Eli Lilly & Co. request that you testify here 
today ¢ 

Dr. Hines. That is right. 

Mr. Gorriies. Did the Wick & Fry Co., Inc., request that you tes- 
tify here today ? 

Dr. Hines. That is right. 

Mr. Gorriies. What does the Wick & Fry Co. manufacture / 

Dr. Hines. I don’t know very much about Wick & Fry. 

Mr. Gorruiren. What does Wick & Fry manufacture in the diethyl- 
stilbestrol line ? 

Dr. Hines. I understand they manufacture pellets for implanta- 
tion in chickens. 

Mr. Gorriies. You understand they manufacture diethylstilbestrol 
pellets for implantation in chickens ¢ 

Dr. Hines. Right. 

Mr. Gorrie. And does Eli Lilly manufacture diethylstilbestrol 

Dr. Hines. They do. 

Mr. Gorruies. Do they sell the diethylstilbestrol to the Wick & 
Fry Co. ¢ 

Dr. Hines. I understand that they do. 

Mr. Gorruies. Is that the only connection between Eli Lilly and 
Wick & Fry, to your knowledge ¢ 

Dr. Hines. Yes. 

Mr. Gorriiesn. Who is Dr. Edward Campbell ? 

Dr. Hines. Well, until recently he was director of the division of 
biological chemistry in Eli Lilly & Co. Very recently he retired. | 
understand he has a connection with Wick & Fry. 

Mr. Gorriier. And when he was employed by Eli Lilly he was 
also employed by Wick & Fry: was he not ? 

Dr. Hives. I don’t think he was employed by them. 

Mr. Gorriies. Was he an official of that company ¢ 

Dr. Hines. I think so. 

Mr. Gorriies. He was vice president of Wick & Fry while he was 
employed by Eli Lilly, was he not ¢ 
Dr. Hives. He may have been; I don’t know. 
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Mr. Gorrues. Is Mr. Harry Wick an official of the Wick & Fry 
Co.¢ 

Dr. Hines. I believe so. 

Mr. Gorrites. Do you know whether he is employed by Eli Lilly? 

Dr. Hives. He definitely is. 

Mr. Gorruies. He is? 

Dr. Hines. Yes. 

Mr. Gorrtuies. In what capac ity? ° 

Dr. Hines. Again I couldn't tell you his exact title. 

Mr. Gorrites. Generally. 

Dr. HINEs. But he has to do with animal assays. 

Mr. Gorriies. Are you employed by Wick & Fry in any capacity ¢ 

Dr. Hrxes. No. 

Mr. GorTr.ies. Your experience with diethylstilbest ro] has been es 
sentially with clinical use; is that correct ¢ 

Dr. Hines. Yes. 

Mr. (JOTTLIEB. Will you read youl statement, Doctor. 

Dr. Hines. My name is Don Carlos Hines. I reside in Marion 
County, Ind., in the suburbs of Indianapolis. I was born in San Jose, 
Calif., in 1904. After the usual preliminary schooling, I received 
the M. D. degree from the Stanford University School of Medicine in 
1930. ‘This was followed by 2 years of training as assistant resident 
physician in medicine and | year as resident physician in medicine at 
the Stanford University Hospitals, San Francisco. From 1933 to 
1934 I was chief of the medical out-patient clinic at the same institu 
tion. From 1954 to 1939 [ was in the private practice of internal 
medicine in Palo Alto, Calif., spending 1 day a week teaching at the 
Stanford Medical School. I am certified as a sper ialist in internal 
medicine by the American board of that specialty. 

In 1939 1 joined the research staff of the pharmaceutical manu 
facturers, Eh Lilly & Co., of Indianapolis. As a member of the med 
cal de ‘partment, I have had ch: arge of the clinical program W ith estro 
vens, the group of compou nds that includes di iethvis tilbestrol. Karly 
n 1940, when diethylstilbestrol was under clinical investigation. the 
Food and Drug Administration requested those pharmaceutical 
manufacturers who were interested in the drug to pool the results 
of their investigation for presentation to the Administration as a 

it. I acted as chairman of the committee which managed this enter- 
prise. | prepared the questionnaires which went out to Investigators. 
lhe data were submitted to me for analysis and summarization. The 
product literature which I wrote was chosen by the Food and Drug 
\dministration as a model for all companies to follow. 

We submitted to the Food and Drug Administration reports cover 
ng more than 8,000 patients who had received the new drug. igh 
teen hundred of these patients had received it more or less continu 
usly over periods ranging from 6 months to 2 years. Diethylstilbes 

| was finally marketed in September 1941, after the most thorough 
eo that any new drug had received up to that time. During 

‘vears since then, it has had very wide use 

Du ng the past 12 vears a large part of my interest has centered on 

e various effects of diethylstilbestrol on human beings. During that 
eriod [ have used the drug clinically myself, I have read almost 
everything that has been published in English concerning it, and 
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. have discussed it personally with a very large number of investi 
gators and practicing physicians. 


NATURE, ACTION, AND USE OF DIETITYLSTILBESTROL 


In the animal and human body, diethylstilbestrol has the actions o 
an estrogen. Substances of this type are sometimes called female se 
hormones because among their properties is that of causing develop. 
ment of the female accessory genital organs. However, the estroge! 
have other properties as well, and as Dr. Robert Greenblatt stated 
before this committee, they occur normally in men as well 
women.’ In fact, as Dr. Byerly and Dr. Greenblatt both have pre 

viously told you, they are found in minute quantities in a great mai 
suheth ances, including foods. * Diethylstilbestrol has all the physiolog 
ical effects of the estrogens produced by human and animal ovaries 
even though it differs from them chemically. 

estrogens have a number of uses in medicine. They are given to 
control the symptoms associated with the menopause (or change o! 
life) in women, they are useful in certain types of inflammations o! 
the female genital tract, and they have value in certain types of dis 
turbance of menstruation. They are also useful to prevent or relieve 
the painful engorgement of the breasts which may occur cst 
childbirth. They are used extensively for symptomatic control « 
cancer of the prostate gland in men and advanced cancer of the breast 
in women. ‘To avoid misunderstanding, I should say here that estro 
vens do not cure any cancers, but they may hold certain forms of the 
cdlisease in abeyance for considerable periods of time. 

Among the estrogens that are available for clinical use, diethylstil 
hestrol is one of the most important. The estimates regarding th. 
total sale of diethylstilbestrol in the United States, as made by tli 
United States Tariff Commission, are as follows : In 1946, 500 pounds 
in 1949, 1,100 pounds®; and in 1950, 2,700 pounds.® Some of this 
increase is undoubtedly due to the treatment of poultry, but not all, 
because our own market research indicates that the use of diethy! 
stilbestrol for human therapy has been steadily increasing over the 
past few years. 


FALLACY OF ATTEMPTING TO APPLY RESULTS OF ANIMAL EXPERIMENTS 
DIRECTLY TO MAN 


It should be pointed out that different species of animals may have 
very different responses to the same sex hormones. For instance, a 
substance that stimulates lactation, that is, milk production, in one 
species may tend to inhibit it in another. One is seldom justified in 
carrying over observations from one species to another. This includes 
the carrying over to human beings of observations made on experi 
mental animals. In fact, I cannot overemphasize the fallacies in 
herent in efforts to apply directly to man the results of animal experi 
ments in the field of the hormones. 


1 Committee hearings, pt. I, 1951, p. 458. 
? Committee hearings, pt. I, 1951, p. 419. 
a oeunectee bearenee. pt. I, 1951, p. 462. 
*U. Tariff Commission Report No. 159, table 14A, P. 34. 
51 y Tariff Commission Report No. 169, table 17A, #1. 
*U 


i) 


S. Tariff Commission Report No. 173, table 117A, >. 82. 
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The effects of diethylstilbestrol on human beings depend to a certain 
extent on the sex, age, and condition of the individual consuming it 
and also to a very important degree on the amount consumed and the 
duration and constancy of this consumption. The constancy of con- 

umption is Important because diethylstilbestrol persists in the human 

body only a short time. Single doses of the order of 12 to 15 milli- 
grams seem to be completely destroyed or excreted in 3 or 4 days.’ ® 
Larger doses probably require a little longer. If consumption is in- 
termittent, the body escapes periodically from the influence of the 
drug. I shall discuss this point again later. 

The “Canadian experiment”: In connection with the eating of 
chickens which have been treated with diethylstilbestrol pellets, there 
are, of course, two possibilities for the consumption of diethylstil- 
bestrol itself. One is in the tissues of the chicken, and the other is 
through accidental eating of a pellet that may not have been com- 
pletely absorbed. With regard to the amount of estrogen that would 
be consumed in the meat and organs of treated chickens, there has been 
considerable discussion before this committee of a publication by 
Bird, Pugsley, and Klotz.° These investigators administered estro- 
gens to chickens and subsequently assayed the tissues in special ways. 
A number of estrogens were employed. I shall pick out two for com- 
ment, one because its action has previously been discussed before this 
committee, the other because it is the estrogen which is actually under 
consideration by this committee. These two are the dimethy] ether 
of diethylstilbestrol and diethylstilbestrol itself. The chemical rela- 
tionship between them is very much like that between the ether which 
is used for anesthesia and ordinary grain alcohol. One does not have 
to be scientifically trained to know that these last two have somewhat 
different properties. 

However, in the case of diethylstilbestrol and its dimethl ether. 
there are the same qualitative effects; but the chemical difference makes 
them act very differently in a quantitative way. Several aspects of 
this difference are demonstrated by the experiments of Bird and co- 
workers. For one thing, diethylstilbestrol was more potent when 
injected under the skin of rats than when given by mouth. This is 
the usual experience with drugs. In contrast, the dimethy] ether of 
diethylstilbestrol was more potent when taken by mouth than when 
injected. This very important contrast in behavior can only be due 
to a profound difference in the way in which the two substances are 
mchelealinied in the body. 

I am informed that the pellets marketed by Wick & Fry, Inc., weigh 
about 15 milligrams, but that only about 12 milligrams is diethyl- 
stilbestrol; the rest is a binder which holds the pellet together. It 
has been testified before this committee that a 15-milligram pellet 
which is implanted under the skin is absorbed in about 6 weeks, pro- 
viding an average daily uptake of a little more than 0.3 milligrams.” 
Bird and coworkers fed the dimethy] either of diethylstilbestrol to 


7? Mazer, C., Israel, S. L., and Ravetz, E.: The Synthetic Estrogen Stilbestrol: An Experi- 
mental and Clinical Evaluation, J. A. M. A., 116: 675, 1941. 

*Von Haam, E.. Hammel, M. A., Rardin, T. E., and Schoene, R. H.: Clinical Studies on 
Stilbestrol, J. A. M. A., 115 : 2266, 1940 

* Bird, S., Pugsley, L. I.. and Klotz, M. O.: The Quantitative Recovery of Synthetic 
Estrogens From Tissues of Birds (Gallus Domesticus), the Response of the Birds’ Testis 
Comb, and Epidermis to Estrogen and of Humans to Ingestion of Tissues From Treated 
Birds, Endocrinology, 47 : 282, 1947. 

*” Committee hearings, pt. I, 1951, p. 459. 
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chickens at the rate of 13.2 to 20 milligrams per day, to total dosag: 

of 156 to 242 milligrams in 12 days. Naturally, they found consider 
able quantities of estrogen in the livers and fat of these chickens, an 
these livers and this fat had some hormonal effect when fed to post 

menopausal women. I say “naturally” because of the following chai: 
of circumstances. As has been pointed out by previous witness: 

before this committee, only a relatively small part of administering 
estrogen is excreted in either animals or human beings. Most of it | 

destroyed in the body, and the principal site of destruction seems to be 
the liver. But the destruction of many chemical substances, both, 
in the test tube and in the animal and human body, is greatly impeded 
if their free hydroxyl groups are protected by the formation of methy 

ethers. This is just the situation with the dimethyl either of diethy! 
stilbestrol, and it explains the observed fact that this substance is very 
slowly destroyed and eliminated and consequently has a very pro 
longed action. 

It has also been observed that certain substances which are soluble 
in fat—DDT has been mentioned this morning—(as are both diethy!| 
stilbestrol and its dimethyl ether), when they appear in the body faste: 
than they can be destroyed, are stored temporarily in the body fat. 
Since the destruction of the dimethyl ether of diethylstilbestrol is 
much slower process than the destruction of diethylstilbestrol, it is no 
at all surprising that the dimethyl ether should have a more prolonged 
action than diethylstilbestrol and should be present in high concen 
trations in the liver and body fat of treated animals, especially afte: 
administration of such extremely large doses. It would, therefore, bi 
unWise to permit the sale of chickens that had been given quantities of 
13 to 20 milligrams of the dimethyl! ether or diethylstilbestrol daily 
their food for a period of as long as 12 days. 

Dr. Miniter. In that connection, if I may ask this, sir? 

Dr. Hines. Yes. 

Dr. Minter. What is your opinion about the pellets used on chicke' 
in the smaller dosages which they inject under their neck? You wer 
talking about the larger doses here. 

Dr. Hines. I was talking about the dimethyl ether of diethy! 
stilbestrol, which is a different substance. 

Dr. Minter. What ¢ 

Dr. Hines. Dimethyl ether of diethylstilbestrol, and that is a dif 
ferent substance. 

Now, then, the reason I mention this at all is that it was apparent!) 
upon the assumption that diethylstilbestrol ,was equivalent to its 
dimethy! ether that Dr. Enders based his testimony before the com 
mittee, and actually the chickens aren’t being treated with the dimethy!| 
ether. 

I do not know of any chickens that are being marketed in thi 
country after treatment with the dimethyl ether of diethylstilbestrol. 
The procedure we are discussing is the deposition of one pellet con- 
taining 12 milligrams of diethylstilbestrol itself in the neck of chick 
ens, yielding an average absorption of about 0.3 milligram per day 
(or, in the case case of two pellets, about 0.6 milligram). 

Let us return to the experiments of Bird, Pugsley, and Klotz wit! 
diethylstilbestrol itself. They did not implant pellets yielding an av 
erage absorption of 0.3 milligram per day. They injected 2 milli 
grams daily as an oil solution for 5 days. This treatment represents 
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six times the dosage rate provided by a single pellet, and three times 
the dosage rate provided by two pellets. Diethylstilbestrol is rapidly 
absorbed from an oil solution. Because of its rapid destruction, an 
equilibrium can be expected to have been reached by the end of the 
5-day period of treatment, so that the accumulation of the drug in 
the animal would not increase with a longer period of treatment. 

What did Bird and his coworkers find? Whereas the dimethy] 
ether of diethylstilbestrol had accumulated in the body fat to the ex 
tent of 1.5 to 4.7 milligrams per 100 Gm. of tissue, when diethylstil- 
bestrol itself was given, even in doses six times those provided by a 
pellet the accumulation was too small to measure. The investigators 
say: “* * * inthe caseof * * * diethvlstilbestrol it was im 
possible to obtain any quantitative estimation of the amount present,” 
and in the accompanying table (table 3) the amount is listed as zero. 
In this connection you will recall the finding of Bird and coworkers 
that diethylstilbestrol is more potent when injected than when admin- 
istered orally. 

I can find no reference in Bird's article to any assay of the livers 
of chickens treated with diethylstilbestrol itself, nor was either the 
liver or the fat of such chickens employed in human experiments. 

The observations of Bird, Pugsley, and Klotz therefore provide 
absolutely no evidence that the treatment of chickens with diethylstil- 
bestrol pellets makes the flesh dangerous for human consumption. 
Any such interpretation is entirely gratuitous and is totally unsup 
ported by the facts. 

Dr. Miniter. Atthat point, let me ask another quest ion: 

We have a bill before Congress, and it may pass, in which the mink 
growers are demanding damages from the United States Government 
because they fed the heads of these chickens, and entrails of these 
chickens, as suggested by the Agriculture Department, to the mink. 
Now the mink are sterile. The bill is on the calendar. It was ob 
jected to just recently. I take it, then, from your testimony that 
these mink vrowers are absolutely out, having nothing to stand on, 
that the feeding of the heads of chickens to the mink had no effect 
upon them at all. 

Dr. Hines. No. 

Mr. Jones. He didn't Say that. 

Dr. Hines. There is nothing in my testimony that would suggest 
that at all. Iam talking about the effects on humans. 

Dr. Miniter. You don’t think it would have the same effect as on 
mink ¢ 

Dr. Hines. Not necessarily. 

Dr. Mitter. You don’t think the mink were made sterile because 
they were fed heads of chickens that were fed these pellets ¢ 

Dr. Hrxes. I have no knowledge of that of my own information. 
If that has been the observation, | would not question it. 

Dr. Minter. But you think the effects on the mink would not happen 
on humans ¢ 

Dr. Hrves. No, I don’t think that one can draw any conclusion as 
to humans from what happens to mink. I am basing what I have to 
Say entirely on the work that has been done by other people. 


Rird et al., supra, note 9, at 285. 
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Dr. Miter. I know, but you are making an observation here from 
Bird, Pugsley, and Klotz that there is absolutely no evidence—and 
that is underlined—that the treatment of chickens with these pellets 
makes their flesh dangerous for human consumption. 

Dr. Hines. Well, sir, I have here a reprint of Bird’s article, and if 
you want to look at that—— 

Dr. Miter. I have seen it. 

Dr. Hines. And right here in table 3, in the line that says “diethy!] 
stilbestrol, subcutaneous administration, adipose tissues, milligrams 
per hundred grams of estrogen,” the figure is zero. 

Dr. Miuter. All right, go ahead. 

Dr. Hives. How can a zero quantity of estrogen harm anybody) 
I am talking about the amount of estrogen in the adipose tissue. I an 
not talking about the eating of the residues of pellets themselves 
Right now I am discussing what is in the tissues of the birds. 

Dr. Miiter. Do you include the liver? 

Dr. Hines. Well, Bird and his coworkers didn’t assay the livers of 
those treated with diethylstilbestrol; they assayed the livers of birds 
treated with dimethyl ether but not diethylstilbestrol itself. 

Dr. Minter. Do you think there would be anything wrong in eating 
the necks of chickens that had these pellets put into them ? 

Dr. Htnes. That is something I cover. 

Dr. Mruter. That is what the committee would like to know. Do 
you have that in your paper ? 

Dr. Hines. Yes, definitely. 

Dr. Mitier. Fine—go right ahead. 

Dr. Hives. I would like to make clear what I am talking about now 
is Bird, Pugsley, and Klotz’ study, because that has been quoted as 
providing evidence that the flesh and livers of these chickens treated 
with the pellets would be dangerous for consumption—and what I am 
pointing out is that if one can come to any conclusion from the pape: 
of Bird, Pugsley, and Klotz, there is no estrogen in the tissues. That 
is what they found. 

Dr. Mrrter. Let me see the paper, will you, please ? 

Dr. Htrnes. Yes [passing document]. 

The Cuatrman. Go ahead. 

Dr. Hryes. I might say here that Bird, Pugsley, and Klotz used rats 
as their assay animals, and rats aren’t nearly as sensitive as mice. You 

can detect with mice about one-tenth the quantity of estrogen that you 
can detect using rats. 


ASSAYS OF TISSUES OF DIETHYLSTILBESTROL-TREATED CHICKENS 


However, there is other evidence available. By techniques that are 
more sensitive than those employed by Bird and coworkers, qualified 
investigators of two different laboratories have assayed the livers and 

carcasses of diethylstilbestrol-implanted chickens and also two beef 
livers bought from a reputable meat packer. Reports of these assays 
are attached to my prepared statement, for the information of the 
committee, as appendixes A and B, and I have here signed copies for 
the files of the committee. 

One of the laboratory men is Dr. Roland K. Meyer, of the Universit) 
of Wisconsin. Dr. Meyer’s qualifications are stated in appendix A. 
The other is Dr. E. D. Campbell, who made the assay reported in 
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appendix B. Dr. Campbell’s qualifications are also set forth in ap- 
pendix B. Both men are experts in their fields. And Dr. Meyer, of 
course, has no connection with either Wick & Frye or Eli Lilly & Co. 

I wish to discuss the two beef livers involved in the assays. They 
had been passed as fit for human consumption by a United States 
Government inspector. Both livers were from pregnant cows; and, 
if they had not been purchased for analysis, they would undoubtedly 
have been sold by a butcher to grace family dinner tables. I have not 
seen the results of any assays of nonpregnant beef livers, and I suspect 
that the estrogen content might be lower inthem. The point, however, 
is that it seems to be accepted practice to employ the livers of pregnant 
cattle as food, so that these livers do not represent an unusual article 
of diet. Insofar as I know, no one has ever suggested that beef liver 
was in any way a harmful article of diet except in gout, and then not 
because of its estrogen content. 

According to the assays of Meyer and Campbell, one of the livers 
contained the equivalent of 0.026 microgram of estrone per gram of 
liver; the other contained the equivalent of about 0.35 microgram of 
estrone per gram. Thus, one liver contained more than 10 times as 
much estrogen as the other. These results illustrate the variations 
that must be expected when different specimens are assayed in dif- 
ferent laboratories. However, despite the variations, these determina- 
tions have value. If we calculate the amount of beef liver that would 
be required to provide an average daily therapeutic dose of estrogen 
for treatment of menopausal symptoms, we arrive at the figures 7 
pounds and 83 pounds, respectively, on the basis of these two assays. 

It is of interest that the livers of treated chickens were found by 
both laboratories to contain less estrogen than those of the two beeves. 
The carcasses of treated chickens contained still less estrogen; in fact, 
one laboratory could find none at all, or, at least, an immeasurably 
small quantity. 

The Cuarrman. That is something new, Doctor. That is something 
I do not think anyone has given a great deal of thought to? 

Dr. Htnes. You mean the estrogen ? 

The Cuarrman. Of, say, pregnant cows sold on the market. 

Dr. Hines. Well, these are facts. 

The Cuairman. We don’t question that. But I say no great amount 
of thought has been given to that in the past. 

Dr. Htnes. No one has considered that beef liver was made unsuit- 
able for human consumption by that. 

The Cramman. No. 

Dr. Hrves. The point I am making is that people have been eating 
livers and tissue of animals right along. 

Over a period of time, people tend to eat just enough to keep up 
their supply of energy. If they do not take one kind of food, they 
will take another. If they eat chicken, then, they eat it In place of 
some other food which they would have eaten if the chicken had not 
been available. We have all obviously been eating estrogen in our 
food for many generations. I grant that it is impossible to say exactly 
how much we eat, but whatever quantity it is must be considered physi- 
ological rather than pathological. The range is undoubtedly rather 
wide. I can see no possibility of harm resulting from substitution of 
the flesh or the livers of treated chickens for some other food which 





26 CHEMICALS IN FOODS AND COSMETICS 


inay contain no estrogen at all or may contain, like those beef livers, 
even more estrogen than the chicken. It all falls in the range that 
must, in view of the experience of the human race, be considered physi- 
ological, that is, normal. As I understand Dr. Greenblatt’s testimony, 
he is of a like opinion. 

Before leaving this subject, I wish to add one comment on the bio- 
logical assay of estrogens. AJl methods have limits to their accuracy, 
and their interpretation has pitfalls. However, I think it can be 
said that any systematic errors inherent in a particular method will be 
reflected in all assays performed by that method in a given laboratory. 
Therefore, if an established method in the hands of an experienced 
technician shows that beef liver contains more estrogen than the livers 
of stilbestrol-treated chickens, that difference can be accepted as valid, 
regardless of whether the absolute quantities may be correct. 


ACCIDENTAL INGESTION OF AN INCOMPLETELY ABSORBED PELLET 


I now turn to consider the effects that might be produced by eating 
an incompletely absorbed pellet, or a number of such pellets. If the 
necks of treated chickens are made into soup, the remains of the pellets 
will be boiled and may stay in the tissues of the neck or may be freed. 
It is my understs anding that the binder which holds the Wick & Fry 
pellet together—I have no detailed information on other pellets—will 
disintegrate in boiling water, thus liberating the crystals of the drug. 
The United States Pharmacopeia, fourteenth revision, states that di 
ethylstilbestrol is almost insoluble in water. It may be presumed, 
therefore, that the drug will either remain in the neck as a mass of 
cry stals or will appear as a white sediment in the bottom of the vessel. 

Let us assume that there is some chance that one or a number of 
pellets or their contents may be eaten and absorbed, not once but at 
intervals of a few days. What can be expected to happen? Diethyl 
stilbestrol has been used in medicine to a sufficient extent and over a 
long enough period of time so that one can answer such a question in 
terms of actual experience in human beings, and not by some analogy 
to experimental animals which may have no validity for man. 

Children: Before the advent of the sulfonamides and antibiotics, 
the administration of diethylstilbestrol was considered a very satis- 
factory treatment for the form of gonorrhea innocently contracted 
sometimes by little girls. The principal medical publications on this 
subject were by Woodruff and TeLinde * of the p crm Hopkins Hos- 
pital of Baltimore and Russ, Collins, and Powell * of the Tulane Uni 
versity School of Medicine in New Orleans. The dosage usually em- 
ployed was 3 milligrams of diethylstilbestrol daily by mouth until a 
total quantity of 20 milligrams had been taken. Russ, Collins, and 
Powell treated 124 cases by this method. They reported that all of 
the little girls developed swollen and pigmented nipples during the 
period of administration. Perhaps 20 percent had other temporary 
changes in the secondary sex organs. A few had nausea and vomiting. 
The authors say: 

No patient ~ras observed in whom toxic or unpleasant symptoms arising 
from the drug warranted its discontinuance. True, certain side effects were 


Woodruff, J. D.. and TeLinde, R. W.: The Treatment of Gonococeal Vaginitis tn Chil- 
dren With Diethylstilbestrol, South, M. J., 35: 389, 1942 

3 Russ, J. D., Collins, C. G., and Powell, S.: Treatment of Prepuberal Vulvovaginitis 
With Diethylstilbestrol, J. Clin. Endrocrinol., 2 : 383, 1942 
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observed * * * but none was more than mild in nature and all regressed 
completely within 2 weeks following completion of therapy * * * No per- 
manent change was observed in any patient, nor was any symptom observed that 
would make us hesitate to apply this form of therapy in any case of infant 
vaginitis. 

Woodruff and TeLinde treated 21 cases. They observed similar 
side effects, but they state: 

For the most part, these effects were transient and we have no dir€ct evidence 
that any of them are harmful, 

From our knowledge of the action of diethylstilbestrol, it can be 
said definitely that if the 20 milligrams had been given in a single dose 
rather than over a period of 1 week there would have been a higher 
incidence of vomiting and a very much lower incidence of effects on 
the sexual organs. 

These quotations can be verified, of course, from the references 
appended to my statement. 

Adult women: Diethylstilbestrol has been given—— 

Dr. Mitter. Before you get to that, I notice on the question of chil- 
dren you speak about not having any harmful effects, but you do say 
these men reported that all of the little girls developed swollen and 
pigmented nipples during the period of administration, and perhaps 
20 percent had other temporary changes in the secondary sex organs; 
a few had nausea and vomiting. 

Dr. Hines. Yes. 

Dr. Mitzer. That might indicate there was something in the drug 
that would be harmful to children. 

Dr. Hines. Well, these are the same changes that normally take 
place during adolescence. I don’t think anybody regards that as 
harmful. Also, the same changes are sometimes seen in new-born 
babies from the estrogen they have absorbed through the placenta 
from their mothers. Sometimes new-born infants will have a drop or 
two of milk from their breasts. That is the same kind of effe tf. and 
that goes away and is not considered to be harmful. 

Dr. Mitter. Would you say it would be helpful to the youngste1 
to give it? 

Dr. Hines. Not helpful. 

Dr. Mruter. Just sort of neutral, neither good nor bad; probably 
all right if vou want to use it. It might be good and it might be bad. 

Dr. HInes. ] wouldn't say it might be good and it might be bad: 
I would say it isn’t either good or bad, which is a little bit different. 

Dr. Minter. All right. 

Dr. Hines. Mind you, this is when 20 milligrams were given in 
the course of a week. Now, that represents more than is in one pellet. 
At the end of 6 weeks, as I understand it, the pellets usually have one 
or two milligrams, so that would mean the remains of 10 or 20 pellets 
that had been in 6 weeks. 

Mr. Horan. That is in the patient being treated for gonorrhea / 

Dr. Heyes. Yes. So, you see this represents an amount that I think 
a child is unlikely to get. But what I am reporting is what the effects 
are, what we know about the effects of stilbestrol on pee ple; and, then 
the application of that to the chicken pellets, that is a matter for the 
committee, but if the chickens have been slaughtered, at the end of 6 
weeks this would represent the remains of anywhere from 10 to 20 
pellets that would be required to do that, taken over the course of a 
week, 
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Adult women: Diethylstilbestrol has been given to adult women in 
large doses for treatment of functional uterine bleeding, a condition in 
which bleeding occurs at unexpected times or in unexpected quantity 
in the absence of structural changes in the uterus. It is thought to be 
due to a disturbance in endocrine balance. A number of medical 
publications have dealt with this subject.*”%%'*%"" Palmer 
gave diethylstilbestrol to some patients in the amount of 15 milligrams 
per day for 2 or 3 days and to others in the amount of 42 milligrams 
over a 2-week period.“ He reports no permanent or definitely 
harmful effects. He stresses the observation that it is only continuous 
therapy that produces harmful effects. The other investigators whose 
work is listed in my bibliography used amounts of diethylstilbestro] 
at least as large as those given by Palmer. None of them mentions 
any side effects or undesirable results from the treatment. In fact, 
the function of the ovaries of most of the patients was better after the 
treatment than before. Of course, these women had disturbances of 
ovarian function. 

The question may be raised as to the effect of diethylstilbestrol on 
completely normal women. The most that could be expected from 
sade doses of 10 to 30 milligrams or even more would be some tem- 
porary and harmless menstrual irregularity which would not occur 
in every instance, 

(Discussion off the record.) 

The CuHarrman. We will recess until 2 o’clock. 

(Whereupon, at 12:30 p. m., a recess was taken until 2 p. m. of 
the same day.) 

AFTERNOON SESSION 


Mr. Jones (presiding). The committee will come to order, please, 
and we will continue with Dr. Hines. 
Dr. Hines, you may continue. 


TESTIMONY OF DON CARLOS HINES, M. D.—Resumed 


Dr. Hines. I think there are some things, perhaps, that maybe we 
had better clear up before I go on. 

Questions were asked about the effect of stilbestrol on the mink, 
and, of course, I do not know anything directly about that, but | 
would point out that presumably the minks got residues of many, 
many pellets, since I understand they were fed—their diet was ex- 
clusively, if not practically exclusively, the heads of the treated 
chickens; the mink—I do not know exactly what it weighs—but it 
certainly is many times smaller than a human being. 

™ Palmer, A.: Clinical Experiments With Diethylstilbestrol, Estrogen Withdrawal Bleed 
ing in Primary and Postmenopausal Amenorrheic Women, Am. J. Obst. & Gynec., 41: 861, 
1941. 

Palmer, A.: Clinical Experiments With Diethylstilbestrol. II. The Treatment of 
Uterine Bleeding, Am. J. Obst. & Gynec., 41: 1018, 1941. 

% Palmer, A.: Cyclical Estrogen Therapy, Am. J. Obst. & Gynec., $4 : 56, 1942. 

7 Karnaky, K. J.: Cause of Menstruation and Uterine Bleeding, South. M. J., 33: 1285 
1940. 

* Karnaky, K. J.: Discussion of Paper by Randall et al., Am. J. Obst. & Gynec., 43 : 385, 
1942. 

’ Cuyler, W. K., Hamblen, BE. C., and Davis, C. D.: Diethystilbestrol for Hemostasis in 
Functional Uterine Hemorrhage, J. Clin. Endocrinol., 2 : 438, 1942. 

*” McGinn, EB. J.: Functional Uterine Bleeding, J, Clin. Endocrinol., 2 : 302, 1942. 

21 Davis, M. E.: Functional Uterine Bleeding, M. Clin. North America, 31: 223, 1947 

= Palmer, A., supra, note 15. 

23? Palmer, A., supra, note 16. 
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In addition to that, one certainly cannot draw any conclusions from 
the mink regarding any other kind of animal, including human. 

Now, the mink m: ty react in the same way as other animals, I do 
not know; one has no assurance of that. 

Mr. Horan. May I ask you a question on that? I want you to 
understand it is not facetious, but the mink has been famous as being 
very prolific, and I think that might have some basis of conjecture, 
at least, on the part of a lay mind that any additional—what do you 
call this—— 

Mr. Kiernrevp. Stilbestrol. 

Mr. Horan (continuing). Stilbestrol might unbalance the consti- 
tution of that sort of animal life to the point where it could be affected. 
That is a possible conjecture, is it not ? 

Dr. Hines. I do not question an observation that the mink were 
rendered sterile. I mean, that is outside my observation; but if 
competent people say it is so, I am prepared to believe it. 

But my point is that, first, the minks presumably got tremendous 
doses, and, in the second place, that they are very much smaller 
animals, so that the dose is distributed in a smaller bulk of tissue, 
and then, in the third place, what applies to the mink in any case 
loes not necessarily apply to the human. 

Now, we have some evidence, I think, which I will present here on 

the posible effect of stilbestrol on fertility in human beings. I think 
there is some positive evidence there. 

Another thing I wanted to emphasize is the importance of the 
distinction between continuous treatment and intermittent treatment. 
An individual who is subjected continuously day after day to an 
estregen like diet hy Istilbestrol can be expected to have very different 
effects from one who ets, perhaps, the same total close, but gets it 
intermittently, with intervals of no administration, because, as 
has been pointed out several times, diethylstilbestrol itself is very 
rapidly eliminated from the body, so its effeets do not persist more 
than just a very few days. 

I would also like to comment that the connection of Dr. Edward 
Campbell and Mr. Wick with both Wick and Frey and Eli Lilly & 
Co. was pointed out in appendix B here, which gives the results of 
assays of beef liver and chicken carcasses. 

Just before the intermission, we discussed the effect of diethylstil- 
bestrol on women with functional uterine bleeding, and pointed out 
that these treatments given sometimes over a 2-week period were not 
followed by any harmful effects. 

Now then, that brings up the question of the effect of diethylstil- 
Lestrol on completely normal women, and single doses because of 
their rapid excretion (and this applies no matter how large they are), 
would have very much less effect. So that I would say that from 
what we know about the subject, the most that you could expect from 
single doses would be that in a few instances there might be some 
delay or early arrival of the menstrual period which would hold for 
that period only; and that, of course, is not in any way harmful. 

As a matter of fact, in studies that have been made where the peri- 
odicity was carefully recorded, it has been found that very few women 
are absolutely regular. 

Now, diethyls tilbestrol has also been given for prevention of various 
accidents of pregnancy, such as abortion. Some concern has been ex- 
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pressed before this committee on the possibility that diethylstilbestrol 
ingested accidentally in the form of pellets or even that quantity 
which is in the flesh of treated chickens might induce abortions in 
pregnant women. It is true that in certain species of animals large 
doses of estrogens, including diethylstilbestrol, may cause abortion 
or, in the absence of abortion, may cause severe damage to the fetuses. 
This is another of those instances of great difference in the reaction of 
different species. On the basis of presumed analogy with certain ex 
perimental animals, two different investigators attempted to produce 
therapeutic abortion with diethylstilbestrol in large doses.“* Both 
were completely unsuccessful. More recently diethylstilbestrol is 
being employed for the prevention of abortion.” 7" 

Smith & Smith * of Boston have studied the effects of diethylstil 
bestrol on pregnancy. They gave the drug to 387 women who were 
undergoing their first pregnancy. As you know, the average preg- 
naney lasts 40 weeks. Administration of the drug was begun before 
the twentieth week and was continued through the thirty- fifth week 
of pregnancy. When treatment was begun as early as the twelfth 
week, diethylstilbestrol was given by mouth in a dosage of 12.5 milli 
grams daily. This was gradually increased until in the twentieth 
week the daily dose was 50 milligrams, in the thirtieth week, 100 milli 
grams, and in the thirty-fifth week, 125 milligrams (in some instances, 
137.5 milligrams). May I emphasize that these are daily dosages. 
The authors state: 

With the exception of an occasional complaint of nausea or itching of the 
skin, no toxic effect could be attributed to the stilbestrol—diethylstilbestrol—as 
administered. In no instance was the drug discontinued or the dosage changed 
because of symptoms, despite which fact the symptoms disappeared. There 
were no deaths among the treated or control mothers of this study. 

The above statement, based, as it is, on a series of 387 treated cases, 
establishes beyond doubt the harmless nature of even very large quanti 
ties of diethylstilbestrol taken continuously through most of preg 
nancy. Although it is incidental to the present discussion, it may be 
of interest to note that in the treated group, as compared with an un 
treated but otherwise similar control group of 555 women pregnant 
for = first time, there was a lower incidence of toxemia of pregnancy 
and of infant deaths and a greater average size and weight of the 
ain born alive. In other words, these large doses did not harm 
the babies. 

Adolescent boys and girls: For a number of years diethylstilbestro] 
has been employed in the treatment of acne vulgaris, the disease 
which causes pimples and similar unsightly outbreaks on the faces 
and necks of adolescent boys and girls. Lawrence and Werthessen 
of Tufts College Medical School in Boston have published what is 
perhaps the most detailed study.*” These authors treated 20 patients 


riming Action of Stilbestrol on the Gravid Human Uterus 


*Abarbanel, A. R P 
Surg., Gynec. & Obst., 73: 2! 57, 1941. 
rg 


Zondek, B., and Brom Y. M.: Autodetoxication of Stilbestrol During Pregnancy, 
Lancet, 7:381, 1942 
Abarbanel, A. R Discussion of Paper, Female Infertility, by G. H. Gardner, J. A 
M. A 128: 248, 1945 
7 Rosenblum, G., and Melinkoff, E Preservation of the Threatened Pregnancy With 
Particular Reference to the Use of Dicthy tettibentrel, West. J. Surg., 55: 597, 1947. 
“Smith, O. W., and Smith, G. V The Influence of Diethylstilbestrol on the Progress 
and Outcome Pregnancy as coat ‘on a Comparison of Treated With Untreated Primi 
gravidas, Am. J. Obst. & Gynec., 58 : 994, 1949. 
' Lawrence, C. H., and Werthessen, N. T.: Treatment of Acne With Orally Administered 
Estrogens, J. Clin. Endocrinol. 2 : 636, 1942. 
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with diethylstilbestrol and 5 with a synthetic estrogen related chemi 
cally to the natural ones. In the complete group, there were 14 
females and 11 males. The dosage of diethylstilbestrol varied from 
0.5 to2 milligrams daily. It was continued for 2 to at least 9 months 
In the men administration was continuous, whereas in the women 
the drug was omitted 4 days before the due date of menstruation and 
was resumed only after menstruation had ceased. Concerning side 
effects, the authors say : 

In two males slight gynecomastia—|and I may interpolate by saying that 
enlargement of the breasts|—-and in one, pigmentation of the nipples, appeared, 
but receded rapidly when treatment was omitted in the two who have remained 
under observation. This reaction suggests that it may be wise to employ in 
termittent treatment in males as well as females 

Now, again, I comment that it was men who had continuous admin- 
istration over a number of months. 

It will be noted that in these young men and women (average age 
of men, 20 years; of women, 25.8 years) even prolonged administra 
tion of diethylstilbestrol in doses of 0.5 to 2 milligrams daily produced 
no observable effects beyond the period of administration. Adminis 
tration of the same total weekly quantity, that is 3.5 to 14 milligrams, 
ina single dose once a week would have even less tendency to produce 
lasting effects than the daily administration employed by Lawrence and 
Werthessen. 

Andrews, Domonkos, and Post *’ report very favorably on several 
hundred patients given diethylstilbestrol by mouth for acne. The 
average dosage was 0.25 milligram daily, and the extremes were 0.1 and 
0.5 milligram. Menstrual irregularities were noted in 25 percent of 
the 262 female patients, but these were abolished by intermittent ad 
ministration. They call particular attention to one man who received 
0.5 milligram daily for 4 months. During this period his wife becam« 
pregnant and was later delivered of a 9-pound boy. 

Men: Two reports are available concerning administration of di 
ethylstilbestrol in prevention and treatment of the orchitis (inflam 
mation of the testicles) which may occur in men as a complication of 
mumps.” 

Savran treated 77 soldiers, giving 4 milligrams daily for 7 days (a 
total of 28 mg.). Hoyne and coworkers treated 64 patients, some 
with 1 milligram daily, some with 2 milligrams daily, and some with 
5 milligrams daily for unstated periods. In both series the incidence 
and severity of orchitis were materially reduced, and no harmful effect 
of any kind were observed. Certainly men of the age group of the 
soldiers could be expected to complain regarding any subsequent dis 
turbance of sexual function. No such complaint is reported. 

The evidence summarized in the preceding pages demonstrates 
clearly that intermittent administration of relatively large quantities 
of diethylstilbestrol causes no harmful effects in men, women, or chil 
dren. Permanent or serious side effects are seen only when large doses 
are given continuously without intermission for long periods of time. 


4 


* Andrews, G. C., Domonkos, A. N., and Post, C. 8.: Treatment of Acne Vulgaris, J 
M. A., 146 :1107, 1951 
Savran, J Diethylstilbestrol in Prevention of Orchitis Following Mumps, Rho«d: 
Island M. J., 29 :662, 1946 
82 Hoyne, A. L., Diamond, J. H., and Christian, J. R.; Diethylstilbestrol in Mumps 
Orchitis : Prophylactic and Therapeutic Use, J. A. M. A., 140 :662, 1949 
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Fertility in men: Dr. Enders “ and Dr. Hartman “ have suggested 

that on the basis of analogy with experimental animals diethylstilbes- 
trol might impair fertility in men. Iam not familiar with any studies 
made directly on this subject with diethylstilbestrol, although the case 
of Andrews and coworkers, that of the men treated for acne that I have 
just mentioned, is apropos, 
' However, a study with another estrogen throws light on the matter. 
Heckel and Steinmetz, urologists in Chicago, gave three men 6,000 to 
20,000 rat units, which is the equivalent of 1 to 3.53 milligrams of 
estradiol benzoate three times weekly by injection for periods of 2s 
to 45 weeks.” This estrogen is somewhat more potent when given 
by injection than is diethylstilbestrol by mouth, aa each injection has 
a rather prolonged action. These men were therefore ge rs to 
the continuous action of rather large quantities of estrogen for many 
weeks. Now, fertility is determined by the presence of spermatozoa in 
the semen. In all three of the cases treated with estrogen, there was 
eventually a very great drop in sperm count; however, with the high- 
est dosage it did not begin until after 40 days, and with the smaller 
doses, not until after 120 and 200 days, respectively. With the fall 
there was gradual development of partial impotence, and enlargement 
of the breasts and nipples occurred. All of these functions and struc- 
tures returned to normal after administration of estrogen was discon- 
tinued. Single doses of even 25 milligrams of diethylstilbestrol would 
therefore not be expected to have any effect on fertility. Such a dose 
might, however, temporarily decrease a man’s interest in and capacity) 
for sexual activity, but only for 2 or 3 days. A similar temporary 
decrease in sexual desire and capacity is commonly induced by fatigue 
or nervous tension. You will recall, in this connection, Dr. Green 
blatt’s statement before the committee that it requires relatively large 
doses of diethylstilbestrol to produce temporary sterility. It is my 
personal belief that there is no practical danger of reducing fertility 
in men by the intermittent ingestion of even large doses of diethylstil 
bestrol. This belief extends also to men of impaired or border-line 
fertility. 

Fertility in women: In women fertility depends on the production 
of eggs. This function is called ovulation. It has been pointed out a 
number of times before the committee that estrogens are capable of 
preventing ovulation.“"“ As Dr. Greenblatt pointed out, diethylstil 
bestrol—and the same thing holds true for other estrogens—can pre 
vent ovulation only during the ovarian cycle during which it is given. 
It has been thoroughly established that extremely few women pro 
duce an egg every consecutive month. Practically all of them will 
occasionally have a cycle without ovulation. This failure of ovulation 
produces no change in the cycle that can be detected by the woman 
herself. Our knowledge of these occasional lapses has come about 
through special observations. An occasional cycle without ovulation 
must be considered entirely normal. 

It is well known that women do not normally menstruate during 
pregnancy. The fact is that this failure of menstruation is associated 





* Committee hearings, pt. I, 1951, p. 442. 

*% Committee hearings, pt. I, 1951, p. 448. 

*® Heckel, N. J., and Steinmetz, C. R.: The Effect of Female Sex Hormone on the Function 
of the Human Testis, J. Urol., $6: 319, 1941. 

* Committee hearings, pt. I, 1951, p. 431. 

* Committee hearings, pt. I, 1951, p. 461. 
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vith a failure to ovulate. That failure of ovulation is the reason why 
vomen practically never carry babies of different ages at the same 
ime. It is generally believed that this failure of ovulation is due to 
the very large quantity of estrogen which circulates during pregnancy. 
In other words, the failure of menstruation during pregnancy has the 
same cause as the failure of ovulation which may be produced by ny 
ethylstilbestrol and other estrogens of external origin. 

Women do not seem to be necessarily harmed by. repeated pregnan- 
cies. In fact, the incidence of cancer of the breast is less i in women 
who have borne children than in those who have not. Dr. Greenblatt 
states : 

I have never seen any harm come to a patient by inhibiting ovulation for a 
period of 6 months’ time.” 

Neither have I heard of any harm from inhibiting ovulation for 
such periods. Dr. Greenblatt mentioned 2 milligrams of diethyl- 
stilbestrol daily as the necessary dose to prevent ovulation. This is 
usually given for 8 to 10 days, making a total of 16 to 20 milligrams. 
he fact is that the estrogen must be taken at just the right time during 
the cycle. If it is not taken at this time it will not prevent ovulation. 

Because of the difficult question of timing and the fact that the drug 

not always eifective, I do not think there is the slightest danger that 
this treatment will ever become popular as a means of preventing 
pregnancy. There are other methods which are very much simpler, 

ore surely effective, and more easily available. It is doubtful if 
ovulation can be prevented by a single dose of an estrogen, no matter 
iow large. If a woman should, by some chance, eat one or two full- 
strength pellets at exactly the right time to pee ovulation, this 
effect would be produced during that cycle only and is no more than 
what happens spontaneously at least once in a while in all women. 

Skeletal growth: Mention has also been made of the danger of in- 

ibiting growth of the skeleton by ingestion of estrogen. There seems 
to be a great deal which no one knows on this sub ject. Iam certain, 
owever, that the effects observed in animals cannot be applied directly 
toman. There is evidence that under certain circumstances continuous 
treatment with estrogen will stop growth. Under certain other cir- 
umstances treatment with estrogen appears to stimulate growth. Dr. 
Max Goldzieher, of New York, has reported a series of cases in point.” 
Che administration of diethylstilbestrol steadily over a period of a 
few months resulted in retardation or complete cessation of growth 
n those young women who were extraordinarily tall for their age. 
On the other hand, the very same dosage of diethylstilbestrol, and I 
emphasize the very same dosage of diethylstilbestrol, appeared to pro- 
ote growth in some of the patients who were shorter than normal for 
ieir age. It may well be, as Dr. Goldzieher suggests, that the estro- 
ren tends to bring the patient nearer to normal. Certainly, I am not 
ware of any reports of an undesirable change in growth rate being 
ttributed to the therapeutic use of estrogens. 

Cancer of the breast: There has been considerable discussion on 

e possible effect of estrogens on cancer of the breast. Here again 

ch reference has been made to experiments in animals. Dr. Andrew 


Committee hearings, pt. I, 1951, p. 461. 
Goldzieher, M. A.: Growth and Sex Hormones, J. Clin. Endrocrinol., 1 : 924, 1941. 
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C. Ivy, of the University of Illinois College of Medicine in Chicago, 
makes the following statement: “ 

One of the best examples of the multiplicity of factors concerned in the induc- 
tion of tumors comes from the intriguing studies of the natural occurrence of 
mammary (that is, breast) cancer in many inbred strains of mice. At least 
three factors are involved: (1) A genetic constitution, or pattern, or inherited 
susceptibility ; (2) the female sex hormone; and (3) the viruslike agent trans- 
mitted in the milk of the mice. For example, estrogen must be given to male 
mice before they will develop the tumor, and spayed females (that is, from which 
the ovaries have been removed), will not develop the tumor unless given estro- 
gen. Though the inciting agent is present in all of the tissues of the exposed 
mouse, it predisposes only to mammary tumors. In addition, the age at which 
the agent is introduced is a factor. Even with the best-known combination of 
these factors, some 9 months are required for the appearance of the tumor, or 
the latent period of induction is very long in the life of a mouse. And further, 
though rabbits and rats form a neutralizing antibody for the milk factor, the 
mouse does not, and an antimouse tissue serum has no effect on it. Finally, 
though other factors probably exist, the diet during the period of tumor devel- 
opment exerts an influence on the incidence of the mammary tumors in mice 

Many other examples exist showing the complexity of the endogenous and 
exogenous factors concerned in the genesis of cancer in mice. To render the 
problem still more complex, the species differences are marked, and the influence 
of factors which predispose to cancer in one species may retard in another 
species. For example, though reproduction and nursing unequivocally predis- 
pose to cancer of the breast in the strains of female mice studied, it has the 
opposite effect on women. 

I agree fully with Dr. Ivy’s caution against transferring results 
from one species to another. 

Of course, it is true that women have developed cancers of the 
breast and of the uterus while receiving estrogen therapy. This does 
not establish a causal relationship any more than the fact that an 
individual has a heart attack while riding on a streetcar would indicate 
that riding on streetcars is a causative factor in the production of 
heart attacks. I have naturally been very much interested in this 
whole question, and I have not yet encountered a single bit of positive 
evidence that the administration of estrogen has been a factor in the 
origin of cancer in human beings. You will perhaps recall Dr. Green- 
blatt’s statement that “I think the men who can speak with greatest 
authority on it feel that cancer is not produced by administered es 
trogens.” * 

The effect of estrogen on the growth rate of cancer of the breast 
already present is a “different matter. When cancer of the breast 
originates before the menopause, even the natural estrogen produced 
by the woman’s own ovaries may accelerate its growth. “However, in 
those cancers of the breast which originate some years after the meno- 
pause, the administration of estrogen ‘tends to suppress the growth, and 
this type of treatment is becoming one of the established methods of 
attack. Again, [ wish to emphasize that estrogens do not cure cancer 
of the breast. They may merely hold it in abeyance for variable 
lengths of time. Again, I note that Dr. Greenblatt expressed views 
similar to mine.® 

Side effects caused by estrogens: It might be well to discuss one or 
two of the side effects which may be caused by estrogens. Perhaps the 
commonest one is nausea, or nausea and vomiting. This side effect 


“Ivy, A. C.: Biology of Cancer, Science, 106 : 455, 1947. 
“ Committee hearings, pt. I, 1951, p. 465. 
“@ Committee hearings, pt. I, 1951, p. 465. 





CHEMICALS IN FOODS AND COSMETICS 1435 


can be produced by any estrogen.“ Its occurrence depends partly on 
dosage, partly on the rapidity with which the drug is absorbed into the 
system, and partly on the state of the individual. For some unknown 
reason, women in the menopausal period and women who are suscepti- 
ble to the nausea of pregnancy are particularly susceptible to nausea 
from estrogens. Men, nonpregnant women prior to menopause, and 
children are much less susceptible to nausea from estrogens. Pregnant 
women are almost immune to it and can take tremendous doses of 
estrogen without having such symptoms. The reasons for this varia- 
tion in susceptibility are not known. 

It should be pointed out that nausea and vomiting are not necessarily 
evidence of toxicity. There are certain individuals who experience 
nausea or vomiting if they take an aspirin tablet on an empty stomach. 
Certain individuals become nauseated and vomit from a dose of mor- 
phine which is entirely safe. Vomiting may be produced as a side 
effect by many drugs, including certain of the antibiotics such as 
aureomycin. All these observations emphasize the fact that nausea and 
vomiting are not necessarily indications that the drug is doing any 
harm or having any toxic or poisonous effect on the individual. 

The next most common side effect is the production of bleeding 
from the inner lining of the uterus. This bleeding is somewhat like 
that which occurs during menstruation. The relationship between 
estrogen and uterine bleeding is a very complicated one. Estrogen can 
cause bleeding, and estrogen can stop bleeding that is already present. 
The administration of single doses of 15 milligrams or less will pro- 
duce bleeding only in women who are predisposed to it from some 
other condition. Ordinarily it takes about 40 milligrams of di- 
ethylstilbestrol administered over a period of a week or two to induce 
bleeding, and that bleeding does not occur until after administration of 
the drug has been stopped. I am certain that this group is not inter- 
ested in the technical details of this subject, but I can assure you that 
this type of bleeding is not harmful in any way, although it may be 
inconvenient. 

Now, in conclusion, the amounts of diethylstilbestrol that can be 
obtained from the livers and carcasses of diethylstilbestrol-treated 
birds are so small as to fall within the physiological, that is, normal 
range of (1) that which will be taken in an ordinary mixed general 
diet, and (2) that which is produced within the body. It cannot 
possibly alter the various body functions in an unnatural or harmful 
way. 

Of course, it is not intended that remains of the pellets themselves 
will be eaten. It seems to me that the evidence which I have cited 
demonstrates conclusively that the intermittent ingestion of whole 
pellets or the remainders of pellets will not produce any permanent 
or harmful effects on men, women, or children. Diethylstilbestrol is 
a powerful substance, but so are the estrogens which are produced in 
the ovaries of women and the testicles of men. The key to the harm- 
lessness of large doses lies in intermittent administration. I am 
certain that the daily administration of 10 or 15 milligrams of di- 
ethylstilbestrol continuously for periods of several years would be 
harmful and undesirable. However, it has been shown that the ad- 


“Greene, R. R.: Reactions to Estrogens, Am. J. Obst. & Gynec., 42 : 858, 1941 
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ministration of even very much larger doses to pregnant women over 
periods of several months is quite harmless, and there is no reason 
to believe that the administration of similar doses to non-pregnant 
women and to men would have permanent effects. We know that the 
edministration of as much as 20 milligrams of diethylstilbestrol in 
1 week has no permanent effect on children. I am not aware of any 
actual experience in the administration of relatively large doses of 
diethylstilbestrol to children continuously over periods of a 
months. In the absence of information concerning the safety of such 
treatment, it would be best to consider the practice undesirable, and 
I may interject here a comment not as an endocrinologist but as an 
individual it is hard for me to see how a child would eat the remains 
of pellets day after day from a chicken neck over a period of many 
months. 

A person can do himself serious damage under certain circumstances 
by drinking too much water or putting too much salt in his food or 
doing any one of a number of things which under most circumstances 
are normal and harmless. For that reason, I would be unwilling to 
say that anything is absolutely safe. However, it seems to me that the 
chance of an individual eating the remainders of one or two or more 
pellets every day, and that means day in and day out, over a period 
of weeks or months is so remote that it simply does not count against 
a practice which seems to be desirable from other points of view. 

Mr. Jones. We will insert at this point appendix A and appendix B. 

(Appendix A and appendix B referred to are as follows :) 


APPENDIx A 


STATEMENT OF TECHNICAL QUALIFICATIONS OF Rotanp K. Meyer, CONSULTANT, 
ENDOCRINE LABORATORIES OF MADISON, WIS. 


Bachelor of arts Milton College, Milton, Wis., 1926; master of arts in zoology, 
1928, University of Wisconsin; doctor of philosophy in zoology and medical 
physiology, under Dr. F. L. Hisaw and Dr. W. J. Meek, University of Wisconsin, 
1930. 

National Research Council fellow in the biological sciences, under Dr. G. W. 
Corner, departinent of anatomy, University of Rochester Medical School, 1931 
and 1932; special fellow in anatomy, Department of Anatomy, University of 
Rochester Medical School, 1983; research staff, Upjohn Co., Kalamazoo, Mich., 
1934 and 1935. 

Assistant professor of zoology, department of zoology, University of Wiscon 
sin, 1935-38; professor of zoology, University of Wisconsin, 1938 to the present ; 
consultant, Endocrine Laboratories of Madison, Inc., 1949 to the present. 

Graduate training in physiology and endocrinology of reproduction. Post 
graduate research in the field of endocrinology, specifically endocrinology of re 
production, biological action of steroids and hormone-enzyme relationships. 

Twenty years research experience in the above fields represented in part by 
130 publications. 

Teach general endocrinology, endocrinology of reproduction, and embryolog) 
at the University of Wisconsin on a full time basis. 

Fellow, American Association for the Advancement of Science. Member of: 
American Association for the Advancement of Science; American Society of 
Physiologists; Association Study of Internal Secretions ; Society of Experimenta! 
Biology and Medicine; American Society of Zoolists; American Association of 
Anatomists; American Society of Naturalists. 

Member Sigma Xi, Phi Sigma, Gamma Alpha; honorary member Phi Beta 
Pi (medical fraternity). 
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EXTRACTION AND BroLoGIcAL ASSAY OF. BEEF AND CHICKEN TISSUES FOR 
Esrrocenitc Acriviry—Reprortr No. 1EL-270 


PREPARATION OF EXTRACTS 


Tissues.—A beef liver and eight chickens were delivered to the office of the 
Endocrine Laboratories of Madison by Dr. E. D. Campbell. The carton con 
taining the beef liver, which was not sealed, was opened in the presence of Dr 
Campbell. (1) Beef liver was labeled “Spec. order of LCB, 4-5-51; Inspector 
E. B. Meadows.” The liver was packed in dry ice and frozen. (2) Chickens 
were classified as “New York dressed” and were packed in ice. They were 
eviscerated in the laboratory, and the head of each was examined for the pres 
énce of a pellet. <A pellet was found in each head. The heads and pellets were 
removed, and both were discarded. Each carcass, together with its gizzard and 
ieart, Was wrapped separately in paper and frozen (3) The livers of the 
chickens described above were peeled and frozen. All chicken tissues were 
rapidly frozen and they, as well as the beef liver, remained frozen until prepared 
for extraction. 

Exrtraction.—All of the above tissues were ground with sodium sulfate by a 
hand or power grinder at the rate of 8 grams of sulfate per gram of fresh 
tissues. The tissue-sulfate mixture was reground once or twice and thoroughly 
mixed. Entire chicken carcasses with gizzard and heart were ground; heads 
were not included. The required quantities of tissue-sulfate mixture were 
extracted with cold chloroform at the rate of 7 cubic centimeters per gram of 
tissue-sulfate mixture. Extraction was for 15 to 16 hours on a shaking machine. 
The chloroform was decanted, and the tissue-sulfate mixture washed thoroughly 
with fresh chloroform (Payne, Endocrinology 45: 305, 1949). All chloroform 
extractions for a tissue were combined and evaporated under vacuum in a water 
bath. The residue after evaporation was carefully recovered and made up to 
specific volume with a smal! quantity of chloroform and stored in the refrigerator 
until assayed. 

Solutions for injection.—The required quantities of chloroform stock solutions 
were evaporated and residues made up to predetermined volume with corn oil, 
if necessary. The volume injected for all preparations, including U. S. P. 
estrone standard, was 0.3 cubic centimeter for each of two injections made 8 
hours apart. This volume was set by the volume of oil obtained from the largest 
dose of chicken carcass extract. Care was taken to prevent leakage. The 
specific doses of all preparations in terms of fresh tissue and standard estrone 
ire given with the assay results. 

Pregnant cow liver was selected as a basis for comparison, as it might be ex- 
pected to contain some natural estrogen. 

Preparation of animals.—Two hundred and thirty young adult female mice 
obtained from Carworth Farms were ovariectomized and after a period of 2 to 
5 weeks they were primed with 0.15 microgram of estrone, and 7 days later they 
were again primed with 0.15 microgram estrone. All nonreactors to first and 
second priming were discarded; the reactors were used for assay of the test 
preparations 7 days after the second priming. 

Performance of assay.—Certain phases of the assay were performed by me; 
others were done under my supervision. 


ASSAY REPORT NO. 1EL—270, JULY 28, 1951 


Client: The Lilly Research Laboratories, Eli Lilly & Co., Indianapolis, Ind. 

Samples: Extracts of beef liver, chicken liver, and chicken carcass prepared 
as described in the preceding section, from tissues supplied to us by Dr. E. D. 
Campbell, The Lilly Research Laboratories, Indianapolis, Ind. 

Procedure: Estrous vaginal smear in ovariectomized primed mice. Admin- 
istered in two periods of subcutaneous injection. 

Diluent: Corn oil. 
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Results 


| 
: | 
Number of mice 
“i a Percent 


Group Treatment - 
| Positive Total 
| 
| Beef liver, 1.189 gram equivalent ! | 10 20 
Beef liver, 1.884 gram equivalent. -___. | 20 
Chicken liver, 2 gram equivalent | 20 
Chicken liver, 3.17 gram equivalent | t 20 
Chicken carcass, 2 gram equivalent 20 
Chicken carcass, 3.17 gram equivalent | 20 
| Estrone, U. 8S. P., 0.524 international units _. | 5 | 20 
Estrone, U. 8. P., 0.830 international units ¥ | 2 | 


2nNOoe# Sh = 





! Fresh tissue. 


Conclusions : It was concluded from a biological assay in ovariectomized mice, 
of the extracts of tissues submitted to us for assay that: 
(1) 1 gm. beef liver is equivalent to 0.263 + 0.0036 I. U. Estrone, U. 8S. P., or 
that 3.802+0.118 gm. beef liver is equivalent to 1.0 I. U. Estrone, U. 8. P. 
(2) 1 gm. chicken liver is equivalent to 0.239+0.191 I. U. Estrone, U. 8. P., or 
1.184 + .226 gm. chicken liver is equivalent to 1 I. U. Estrone, U. 8. P. 
(3) 1 gm. chicken carcass is equivalent to 0.127 + 0.0835 L. U. Estrone, U. 8. P. 
or 7.874+0.740 gm. chicken carcass is equivalent to 1 I. U. Estrone, U. 8. P. 
THe ENpocrRINE LABORATORIES, 
RoLanp K. MEYER, 
Consultant. 


APPENDIx B 


This is to certify that the following results of tests for estrogenic substance 
in the tissues named below are true copies of the experimental protocols made 
for Wick & Fry, Inc. 

In reporting this work we believe it advisable to establish the qualifications 
and technical background of Dr. Edward D. Campbell, Ph. D. and Mr. Harry 
Wick who are the individuals responsible for this assay. Dr. Edward D. Camp 
bell obtained his Ph. D. degree from the University of Chicago in 1924. His minor 
work for the degree was in biochemistry under the late Dr. F. C. Koch. He 
joined the Ely Lilly & Co. research staff in 1925 and is now director of the divi 
sion of biochemical research. Mr. Wick became associated with Dr. Campbell in 
1926 and since that time they have continuously made quantitative sex hormone 
assays. Also, during this 24-year-period they have carried on collaborative 
work involving assays for periods of a year or more with the following specialists 
in the estrogen field: Dr. G. N, Papanicolaou, Cornell Medical College, New York 
City; Dr. H. M. Evans, University of California, Berkeley; Dr. J. B. Collip, 
McGill University; Dr. E. A. Doisey, St. Louis University School of Medicine 

White Rock cockerels 7 weeks of age were implanted with one “Capette” (R) 
pellet. Six weeks later the chickens were dressed out and the livers collected 
for testing. Previous testing and also work published by S. Bird, L. I. Pugsley, 
and M. O. Klotz (Endocrinology 41 282 1947) had shown that diethylstilbestrol 
is rapidly excreted and even when fairly heavy doses of the drug were adminis- 
tered not enough of the drug is to be found in the tissues to afford a test on rats 
It was also shown that estrogens tend to concentrate in the liver, skin and adi- 
pose tissue and that an assay on one of these tissues can serve as an index for 
residual estrogen in the whole carcass. Therefore, in the work reported here 
the liver was the tissue of choice and the mouse, which is about ten times more 
sensitive than the rat, was used as the test animal. 

The chicken livers are ground with anhydrous sodium sulfate until quite 
friable, extracted with chloroform for 20 hours, the chloroform was evaporated 
and the estrogen was taken up in cottonseed oil to a volume of 10 ml. for test on 
mice according to the method used by the St. Louis University School of Medicine 
for licensees under the Letters Patent 1, 967,350. 

The estrone E. D. » (the dose necessary to produce estrus in 10 out of 20 mice) 
in our colony using oil solution is .06 micrograms. This is called one mouse unit 
The diethylstilbestrol FE. D.~ in our colony is .OS micrograms 
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The estrogenic activity extracted from the tissues probably represents a mixture 
of both natural estrogens and stilbestrol. The following chart states the amounts 
in both estrone equivalents and stilbestrol equivalents : 


| Equivalent of 


, Equivalent of | Equivalent of | : 
Group Welgat of extwens per estrone per | diethylstilbe- 
liver liver gram of liver | strol per gram 


of liver 
| 





Grams Micrograms Micrograms Micrograms 

1 56.5 3. 67 0. 065 0, OR5 
2 45 4.05 | 090 | 118 
3 48.5 | 4.12 | 085 | 113 
‘ 43.2 | 4.02 . 093 . 124 
5 44.6 | 3. 61 O81 108 
t 46.4 | 2.78 060 . 080 
7 58.5 4.97 O85 113 
8 36. 2 2.20 . 061 . O81 
} 38.8 3. 49 090 .118 
10 44.5 3. 56 O80 . 107 
l 42.5 5. 01 118 . 151 
12 42.6 3. 79 O39 . 118 


Livers from another group of 10 chickens treated at 6 weeks of age and 
dressed at 12 weeks of age, were pooled. The average liver weight was 47.4 
gms. and an aliquote sample assayed .0S microgram estrone equivalent per gm. 
or an average of 4.0 micrograms estrone equivalent per liver. 

When individual livers of untreated control cockerels were tested, not enough 
estrogen was found to give a test. Individual tests were obtained on untreated 
turkey livers and some estrogen could be demonstrated because of their larger 
size. A typical assay was .026 microgram estrone equivalent per gm. on a 75.5 
gm. liver from a Broad Breasted Bronze hen 6.5 months of age. Another hen 
of the same age treated with one “Capette” pellet 6 weeks previously had a liver 
of 101.5 grams, which assayed .05 microgram estrone equivalent per gm. 

Also by way of comparison, a sample of Government-inspected liver from a 
pregnant cow was obtained at Kingan & Co., Indianapolis, Ind. Two assays were 
made and the values .36 and .33 micrograms estrone equivalent per gm. were 
obtained. 

The carcass of chickens 7, 8, and 9, including bones but not viscera, were ground 
and extracted. No estrogenic material could be demonstrated in any of the 
three samples. 

Wick & Fry, INc. 

Mr. Jones. Any questions? Dr. Miller would like to ask some 
questions. 

Dr. Muuier. I have to leave soon, and I would like to ask some 
quest ions. 

You are on the research staff of Eli Lilly & Co. ¢ 

Dr. Hines. That is right. 

Dr. Mitter. Does Eli Lilly & Co. make diethylstilbestrol ? 

Dr. Hines. They do. 

Dr. Mitier. Do they sell it to the drug trade and physicians? 

Dr. Hines. Yes. 

Dr. Mitier. Do you know what are the indications for its use which 
they recommend or you, as the director of research, recommend ¢ 

Dr. Hines. Yes; I have it down here in the early part of my 
statement. 

Dr. Miter. Well, they were rather vague. Could you go over them 
again briefly / . 

Dr. Hines. Menopausal symptoms, functional uterine bleeding, 
senile vaginitis in women, prevention or treatment of painful engorge- 
ment of the breasts in women after childbirth, as a palliative treatment 
for cancer of the breast in women, as a palliative treatment for cancer 
of the prostate in men. 

Dr. Miuuer. Yes. 
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Dr. Hines. There are other minor indications and situations wher 
it might be helpful, but those are the principal indications. 

Dr. Mitier. Very well. 

You are familiar with medical literature on 

Dr. Hines. In fact, | write the medical literature that our com 
pany puts out on that subject. 

Dr. Mitier. Are you familiar with the material put out throug 
the American Medical Association ? 

Dr. Hines. Yes; definitely. 

Dr. Mitter. Do you know of any articles published recently « 
any men who disagree with your views as to the effect of diethylstil 
bestrol ? 

Dr. Hines. Well, as a matter of fact, 1 do not think I presented 
very many of my views. I quoted the work that other men have done 
and the observations that other men‘have made on the uses. 

Dr. Mitier. Do you know of any endocrinologist who believes that 
the use of diethylstilbestrol should be curtailed or prohibited ? 

Dr. Hines. Oh, I am sure there are some; I am sure there must be 

Dr. Mitter. Do you know whether diethylstilbestrol is permitte: 
to be used in Canada for implantation in chickens ¢ 

Dr. Hines. I know nothing about that. 

Dr. Mitter. You know nothing about the results they had in Can 
ada, of the experiences in Canada? 

Dr. Hines. Well, I have discussed this article of Bird, Pugsley, and 
Klotz, and I have shown that there is nothing in that article which ca 
be used as evidence against the use of diethylstilbestrol in chickens 

Dr. Mitter. You know Dr. Enders testified before our com 
mitee 

Dr. Hines. Yes. 

Dr. Mutter (continuing). And qualified himself as an expert, pro 
fessor of zoology, I believe, at Swarthmore College ¢ 

Dr. Hines. Yes; but I might point out that Dr. Enders is not 
a physician. I do not believe he has had experience with administer 
ing the drug to human beings. 

Dr. Miter. Well, he is a fellow of the Academy of Natural Sciences 
of Philadelphia. He has held a number of important posts. He quali 
fied himself, at least, and I want to read the third paragraph on page 
430, in the hearings before this committee between April 12 and June 
19, 1951, the following excerpts from his testimony : 


Dr. Enpers. The supporters of the use of diethylstilbestrol always cite that 
the drug is used in medicine with inference that it is therefore harmless. They 
point out the fact that large doses have been given patients without disaste 
although they may produce vomiting. They never mention the fact that sma 
amounts, even minute amounts, given over a longer period may give results 
that differ from those where larger dosages are given under the supervision of 
a physician. Yet, the literature shows that extremely minute doses can effe 
tively sterilize and injure laboratory animals where larger doses have no long 
range effect. These small doses do not produce vomiting. Nor do the supporters 
quote a leading endocrinologist who says: 

“In women there is evidence that estrogens are concerned in the etiology 
of mammary cancer. Not only does the clinical evidence point to such a conclu 
sion, but now, with the lapse of time, cases are being reported in which cancer 
of the breast has followed prolonged treatments with estrogens.” 


Were you familiar with that statement ? 


Dr. Hives. Yes; I have read that. 
Dr. Muter. You disagree with it? 
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Dr. Hines. I would point out that Dr. Enders’ observation on the 
effects on fertility are with respect to animals; he says so. I do not 
believe that Dr. Enders has had any experience with people, and I 
have tried to make clear from a number of examples here that that is 
the sort of thing one cannot carry over from animals to people. 

Now, the statement has been made that estrogens are, perhaps, con- 
nected with cancer of the breast in human beings, but that is a differ- 
ent thing from saying that the ordinary therapeutic use of estrogens 
has caused cancer. 

Dr. Mitier. Do you know whether the use of your estrogens are on 
the increase or decrease among physicians ¢ 

Dr. Hrves. I think it is on the increase. I have here figures from 
the United States Tariff Commission on the total sale of diethylstil- 
bestrol in the United States. In 1946 the figure is 500 pounds; in 
1949 it is 1,100 pounds. 

Dr. Mutter. That is the Tariff Commission for export ¢ 

Dr. Hrxes. No; that is total sales in the United States, production 
of the chemical. So, I would say it was on the increase from these 
figures, very great increase. 

Mr. Kierreip. Does that include use in chickens ? 

Dr. Hines. That includes that; there is no way of separating that 
out. 

Dr. Miturr. On page 431 of the same hearings, the fourth para- 
graph, it says: 

While it has been conceded that enough of the drug can depress the growth 
of children, cause sterility in men, cause cystic ovaries, cystic breasts, cystic 
kidneys, and suppress ovulation, it is difficult to prove this because one does not 
knowingly experiment with the human. However, experiments with animals 
confirm these findings. 

Nevertheless, no one contends that the large doses so far used to produce 
these conditions could be ingested in chicken. 


Then he continues: 


Now that experiments with minute dosages indicate this danger such condi- 
tions may be reported for humans if they ingest small doses over a long period. 

Has it been shown that in animals cystic kidneys, cystic ovaries, and 
cystic breasts are produced ¢ 

Dr. Hines. I am not familiar with the production of cystic kidneys 
in animals through estrogens. I am less familiar with the effect of 
estrogens in animals than in human beings. 

[ can point out some very recent work in the golden hamster with 
diethylstilbestrol and one other estrogen that will produce certain 
kinds of tumor, and it does not produce that kind of tumor in any 
other species that these investigators have yet tried. 

No other estrogens than these two, and one of them is a natural 
one and one of them is a synthetic one, do that in that particular 
inimal. 

Now, it is possible by continued administration of estrogen in 
vomen, in some circumstances and in some instances, to produce 
ystic ovaries, but that is by long-continued administration. As a 
natter of fact, there is some evidence that when the ovarian function 
gets out of rhythm and ceases to be cyclical a steady production of 
‘strogen may take place in the ovary that does produce cysts of the 
varies; but that is a case of continuous unremitting administration, 
ind it has been found, if they can break that cycle and give the 
varies a periodic rest, this condition disappears. 
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Dr. Micier. In your opinion, have we experimented sufficiently 
with it to permit its use in food ? 

Dr. Hines. I think so. It has been in use for 12 years. At the end 
of the first two, we submitted to the Food and Drug Adininistration 
reports on its administration to 8,000 cases. My card file for diethy]- 
stilbestrel, in which each card represents a published article, is that 
long | indicating a distance of 12 inches]. 

Dr. Minter. On page 432 of the same hearings, Dr. Enders says 
this: 

I believe that the use of this synthetic hormone in food should be prohibited 
until more research has been done by disinterested men. In the meantime I am 
convinced enough of the possible harmfulness to refuse to buy such poultry 
for family use. 

You would disagree with that? 

Dr. Hines. I would say this: The work that I have been quoting 
here has all been done by disinterested men, and I do not like to say 
this, but I do not think that anyone whose training has been entirely on 
animals, and whose experiments have been entirely on animals, is 
qualified to speak with regard to the human being. There is too muc h 
difference. 

Dr. Mituer. Yes. 

Dr. Hines. Sometimes the men whose work has been limited to ani 
mals do not appreciate that difference because they have not been on 
the other side of the fence and seen it. 

Dr. Minter. Well, let us quote another man, Dr. Carl G. Hartman. 

Dr. Hines. Dr. Hartman is a zoologist, too; he is not a physician. 

Dr. Mitier. He is a doctor of philosophy and qualified as an 
expert. 

Dr. Hines. An expert in zoology. 

Dr. Mitter. You quoted Dr. Bird and Pugsley. 

Dr. Hines. Yes. 

Dr. Mrtier. Let me quote them for you. Here is what he said they 
said. This is at page 445 of the same hearings, next to the last para- 
graph: 

Bird, Pugsley, and Klotz had menopausal women with atrophic vaginae eat 
eight caponet livers for 3 days; on the sixth day vaginal smears showed corni- 
fication, which reached its height on the eleventh day. 

Estrogens affect the pituitary, inhibiting all of its functions; that is, its out- 
put not only of gonadotropic (ovary and testis stimulating) hormones, but also 
growth hormone, thyrotropic, adrenotropic, ketogenic hormones. 

Estrogens affect enzymes on which all bodily functions depend, inhibiting, 
for example, the important oxidases and dehydrogenases. 


Was he quoting Bird, Pugsley, and Klotz? 

Dr. Hrxrs. I am again sorry to have to say this, but he was misquot- 
ing Bird, Pugsley, and Klotz. I have their reprint here, and any of 
the members of the committee can see for themselves. 

Dr. Mriier. I went over the reprint. I have it in my office. 

Dr. Hines. The experiments of Bird, Pugsley, and Klotz do not 
include experiments on birds that were implanted with pellets. There 
are no such experiments in this article. 

Dr. Miter. Do they include some experiments on women? 

Dr. Hines. Yes, and what they did was to feed to these women the 
livers of birds that had been fed large quantities of dimethyl] ether of 
diethylstilbestrol, as I have explained in my statement. 

Dr. Mriter. What was the effect of eating it? 
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Dr. Hines. It had a slight estrogenic effect. But the point that I 
started to make this morning is that the dimethyl! ether of diethylstil- 
bestrol is metabolized entirely differently from diethylstilbestrol it- 
self, and the dimethyl! ether, because of the presence of these methy] 
groups which protect the compound from being destroyed, stays a long 
time in the badly and like the DDT that you heard about this morning, 
and like other things that are soluble in fat when they cannot be 
gotten rid of, the dimethyl ether of diethylstilbestrol is stored in the 
fat, and then comes out slowly, and, of course, the liver is the place 
where these things are all metabolized, and, naturally, it bent r be 
concentrated in the liver, and when they fed the fat and the livers 
of these treated animals, of course, they got estrogenic effects. 

Bird, Pugsley, and Klotz themselves did not use pellets, but they 
injected a solution of diethylstilbestrol in oil into the bird, and then 
they analyzed the fat. That is the only part they analyzed, and when 
they analyzed the fat they found that there was no diethylstilbestrol 
whatever in the fat; so that the experiments with the dimethyl ether 
just do not apply, have no relation whatever to the implantation of 
pellets of diethylstilbestrol itself. 

Dr. Mitirr. Doctor, do you think there is any need for any new 
legislation covering the stilbestrols, estrogens, and so forth? 

Dr. Hines. I personally do not; 1 personally do not. 

Dr. Mruter. Are you familiar enough with the chemicals and pesti- 
cides used in and on food? 

Dr. Hines. That is a subject I do not know anything about. 

Dr. Muier. Are you an endocrinologist? Would you call your- 
self an endocrinologist ? 

Dr. Hines. I guess so. 

Dr. Mutter. You overlap a little bit. It is an interesting subject, 
and I am all for progress if we can make it, in medicine. 

As a medical man I know there has been a tremendous amount of 
progress in the last few years, ever since I came to Congress, but I 
get a little concerned sometimes about how fast we go, and while I 
realize that Eli Lilly & Co. is a very reliable firm, there are some drug 
groups on the fringe also making some form of estrogens and the gli 
salesmen go out and sell them for face creams and “perhaps for the 
treatment of hemorrhoids, and I am not sure but what some re- 
straining hands should be laid upon those on the fringe who might 
do some harm to those who are told to use estrogens in various forms. 

Dr. Htves. Well, as far as their use in medicine by doctors is con- 
cerned, I think the Food and Drug Administration is doing a very 
good job policing that, and I would like to say further that the views, 
the evidence, I have presented here do not stem from Eli Lilly & Co. 
No one there saw this paper, asked me about it, told me what to say. 

Dr. Mitier. Well, of course, it would naturally represent— 

Dr. Hives. This represents my own work entirely. 

Dr. Muer. But you have been employed by them for 13 years, and 
it naturally would represent their views or you would represent their 
views and tell them what to think on the subject. 

Dr. Hives. That is right. I tell them what to think rather than 
the other way around. 

Dr. Miturr. Tell them what to think, so these are your views from 
vou. 
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Mr. McDonoveu. Doctor, you said that the Food and Drug Ad- 
ministration was policing the use of estrogens and stilbestrol in med- 
icines very well. 

Dr. Hines. I think they are, 

Mr. McDonoveu. What we are talking about is the use of stil- 
bestrol in commercial products and in many instances in products 
where the people do not even know they are absorbing them. Do you 
think, as a medical man, that because stilbestrol is a drug and has a 
therapeutic effect on the human system it should be controlled equally 
in the food industry as it is in the drug industry ¢ 

Dr. Hines. Well, I do not know quite what you mean by fully con- 
trolled. 

Mr. McDonovuceu. Your opinion is that in the use of stilbestrol as a 
drug existing law is doing a good job in protecting the public inter- 
est. But do you think that same policing and same control should be 
in the use of stilbestrol where the public does not even know they are 
getting it? There is no doctor who prescribes it. It gets into the food, 
and someone may get an overdose of stilbestrol through the eating of 
livers of chickens and other animals that may be injected with it, or 
the use of cold cream which they buy over the counter, and there is 
not any medical advice from that source at all. 

Now, do you think the same control ought to be applied ? 

Dr. Hives. Well, I must say I do not know onpthing about the cold 


cream end of it, because that is a phase of it that I have not followed at 
all. 

Mr. McDonoven. The question I am asking is, that since the public 
gets it without any control or direction of a physician through the 


use of food that has had it injected and other sources, this same 
control ought to be applied there as in the use of drugs. 

Dr. Hines. I do not see how you can exercise the same control. 

Mr. McDonoveu. Do you think there is any need for control of 
it when used as a drug? 

Dr. Hines. Oh, yes; definitely. 

Mr. McDonoven. Then there certainly ought to be controls where 
it is not used and sold to the public as a drug. 

Dr. Hives. Let me say this: That the amount that one can get 
in the carcass of the bird and in the liver of the bird is, it seems to me— 
I think the evidence is quite clear on it that that is within the range 
that people are being subjected to all the time. I do not see that there 
can be any possible objection to that negligible quantity, and it is so 
small that it cannot even be detected in some lots of birds. 

Now, then, the other thing is when they get a residue of pellets. 
As far as I can see, that is the only thing that there need be any con- 
cern about. 

Mr. McDonovucu. That is a remote possibility, you think ? 

Dr. Hines. Well, if the pellets are implanted where they are sup 
posed to be, I think it is a remote possibility. 

Mr. McDonovueu. Do you think there should be any legislative con 
trol of implanting the pellets in the proper position in the bird or 
the animal? 

Dr. Hines. Well, I suppose it might be in order to have some kind 
of an inspection. 
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Mr. McDonoven. In other words, you are recommending that some 
sort of inspection be made of animals in which pellets are injected 
to be sure they are put in the right place ? 

Dr. Hives. I do not know that I would want to go on record as 
saying that I recommend it, but that is certainly a possibility of what 
could be done. 

Dr. Muzuer. Where would the proper place be, Doctor? Where 
would the proper place be to inject it in the necks of chickens ¢ 

Dr. Hines. Again, here I am getting out of my field, and that is 
where I feel I am not qualified to say very much. 

Dr. Mitier. Presently they put it right behind the ear; I saw some 
of it at home. I put a few of them there myself. It is very in 
teresting. 

Dr. Hines. On that phase of it I speak as a layman and not as an 
expert, but it seems to me that is the common sense place to put it. 

Dr. Mitter. There are some people in some groups, you know, 
who boil the whole chicken head and make soup out of it, so they get 
the benefit of all the crystals that are entinnd tied and fall down on 
the bottom, and get a big dose of it. They live on chicken heads, and 
boil the whole head. 

Dr. Hines. If they take all of the sediment, they are taking all of 
that stiibest rol. 

Dr. Miter. Would that be good or bad ¢ 

Dr. Hines. What I point out here is that if they get it inter- 
mittently it would not do them either good or harm. 

Dr. Mutzier. Sort of a neutral nerd 47 ¢ 

Dr. Hines. That is right. 

Dr. Mitier. You would really want to say it is neutral ? 

Dr. Htnes. That it does no good and no harm if it is intermittent. 

Dr. Mruter. I see. 

Mr. McDonoven. Are you familiar enough with the meat that is 
produced by the injection of a stilbestrol pellet in a chicken to know 
that it is a better quality or equal quality to the meat produced without 
stilbestrol ? 

Dr. Hines. I have not made a study of it; but we have had some that 
were treated, and as far as I could tell it tasted just as good. I do not 
know. There is a report on that made by some men at Purdue, Det- 
wiler, Andrews, and Heheen: which appeared in Poultry Science, vol- 
ume 29, page 513, July 1950, and they studied the influence of thiouracil 
and stilbestrol on broiler quality, and I am just quoting them, but here 
is what they say: 

In general, stilbestrol-treated birds gained more rapidly than the controls. 

When caloric intake of feed was compared to the caloric composition of the 
edible carcass, caloric efficiency was increased 20, 30, and 50 percent by stil- 
bestrol, thiouracil or the thiouracil-stilbestrol combination, respectively. 

Thiouracil or stilbestrol alone consistently improved carcass quality, but the 
combination of these two substances was superior to either administered sep- 
arately. 

Fat deposition and dressing percentage were increased by all experimental! 
treatments and protein and moisture were decreased. 

Now, I am simply quoting these professors at Purdue, and if you 
want this reprint bor your files, here it is. But I do not know anything 
about it as an expert. 

Mr. McDonoven. We had some testimony before the committee— 
I have forgotten who it was—who stated that the meat produced by 
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the stilbestrol pellet was stringy and tough, that it was not the same 
quality as the natural meat. 

Dr. Hrxes. I do not know about that. 

Mr. McDonoveu. I wish you scientists would get together. You 
have so many different opinions, and the committee does not know 
whom to believe. 

Dr. Hevzs. These things are so specialized that every man has to 
concentrate on one field, and I think we get into trouble when scien- 
tists who are expert in one field get over and get to testifying in a 
field that they are not familiar with, and I am trying to avoid that. 

Mr. Horan. Dr. Hines, you are aware, of course, that the work of 
this committee is to find out how we may first determine what is bene- 
ficial for the public health, how we can find out that thing first, so that 
we can be more reassuring to the people of the Nation and make the 
work of the Food and Drug Administration in enforcing that which is 
good and beneficial for the public, make their work easier, too, and 
more authentic. 

How, in your opinion, can we bring the work of the men whom you 
have quoted here, and the pamphlet from Purdue University that you 
just read, how can we bring them together in such a way that the 
findings of these men will become public knowledge, they will be 
coordinated, and we then recognize it as something we can believe, 
and then the Food and Drug Administration, based upon the findings 
of an unbiased body, might modify or enlarge their administrative 
and enforcement policies? How can we do that? 

Dr. Hines. Well, you see, there is a subject where I am no more 
expert than anybody else is. 

Mr. Horan. But you are interested, I know, in that final answer. 

Dr. Hryes. Yes; that is right. The reason I have been willing 
to come here is to have you receive the benefit of the knowledge that 
L have accumulated over this period of time on the actual effects of 
diethylstilbestrol on human beings. 

Now then, when it comes to how to disseminate that knowledge 
and how to use it, that is another problem that I have not given any 
study to. 

Mr. Horan. Don’t you see that is the problem we have, and that is 
how to coordinate and to make recognizable the findings of men of 
science regarding these things that do exist in this great Nation of 
ours, so that we can say, “Here is a balanced opinion of the minds 
most apt to throw more light on a given subject.” 

Did you ever read, One Hundred Million Guinea Pigs? 

Dr. Hives. Yes. 

Mr. Horan. It caused a lot of damage in this country; it hurt a lot 
of industry. It was the sort of thing that Dr. Cox was talking about 
this morning. 

Now, we should have facilities for giving the lie to those who are 
telling untruths on either this side or that side—— 

Dr. Hines. That is right. 

Mr. Horan (continuing). Of the question. 

Dr. Hines. I do not know—I suppose there must be some way of 
summarizing all this material and making it available, but what the 
exact senate should be, I do not know. 

Mr. Horan. In the field of pesticides, you are aware, of course, as it 
was mentioned this morning, that we have tried increasingly to make 
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use of one of the facilities of the Federal Security Agency, the 
Public Health Service, to conduct all manner of experiments in the 
application and the use and the effect of pesticides, and we find many 
willing people in the communities where industries are trying to master 
the use of pesticides and to master also the technique necessary to 
make them safe, absolutely safe, for human consumption. My State 
was given somewhat of an accolade this morning, of which I am very 
proud, but into that has gone a quarter of a century of rather intense 
living with that subject. 

You have been living with this subject for 12 years. Who would 
you want tosay that your product is safe? 

Dr. Htves. I am afraid I do not understand that. 

Mr. Horan. Would you want some Federal facility to exist that 
could take this work and, perhaps, verify it, and then certify it? This 
is a practical question, in my opinion, because of the work of this 
committee, it must necessarily move in that direction, otherwise we 
flounder, you see— 

Dr. Hines. Yes; that is right. 

Mr. Horan (continuing). In a sea of suspicion and doubt. 

Dr. Hines. Well, I do not know. 

Mr. Horan. I am going to leave it, Mr. Chairman, just as I left 
it with those in the cosmetics industry, who might suffer the same 
way. We are going to continue our work for some time yet, at least, 
and I would like to have reputable firms like your own company come 
out with some conclusions in that direction. Then we will have ar- 
rived some place on firm ground, don’t you see. 

Dr. Hines. Yes; I see what you mean, and I am sorry I have 
nothing to suggest. 

T will say this: That Eli Lilly & Co. stick very strictly to the sup 
plying of medicines for use on the doctor’s prescriptions. They Xo 
not make any appeal to the public; they do not have direct dealings 
with the public, so that they, perhaps, would not consider that this 
fell within their sphere of influence. 

Mr. Horan. Any case that I did not think was accidental in the use 
of drugs which have to do with reproduction in any field is apt to be 
based, in the final analysis, on vanity in one way or the other, is that 
not true ¢ 

Dr. Hines. I think I understand what you mean. 

Mr. Horan. The Food and Drug Administration, of course, tries 
to apprehend and to correct those things as best they can, but there 
again they are faced with enforcing some regulations th: it they have 
had to dig out of thin air, perhaps, in some “instances, because there 
are differences of opinion. 

Now, the cosmetic industry, it has possibly one avenue of escape 
from their dilemma, and that is the AMA committee on cosmetics. 
It would appear to be a very commendable start. It is not old, but it is 
a direction that we might move by clothing that Fp with the proper 
authority and thereby hi aving a board that could clear these things. 

It has been suggested that pesticide commission .or something ‘be 
set up to pass on these things finally. But you have no answer really 
at this time? , 

Dr. Hines. No, I have not; I am sorry. 

Mr. Horan. But you will think about it? 
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Dr. Hines. I will, indeed. 

Mr. Horan. Thank you. 

Mr. Jones. Just one question. I realize you are not a poultry 
specialist, and that is not in your field, but I just wondered as a 
person who has made a study of this stilbestrol, do you think it would 
be possible in the injection of that little pellet to include some kind 
of a dye or something that would be absorbed by the tissues around 
there to give notice that that bird had been injected with that pellet. 
possibly a green dye or something like that, that would provide a 
warning to the public—do you think it would be possible for suc); 
a thing as that to be included in a pellet like that ¢ 

Dr. Hines. Well, I would presume that such a substance might be 
found. It would have to have several characteristics. I am giving 
you an off-the-cuff opinion here which, on further reflection, I might 
want to change. But in the first place it would have to be harmless to 
the chicken, and I would say would have to be a dye that was harmless 
to people too, in case they ignored the warning of the color. 

Mr. Jonrs. Now, we have Easter egg dyes which are supposed to be 
harmless when they are eaten, and with something similar to that 
which would make a spot around there, then people would have a 
warning, at least, not to eat that portion of the bird. Would that be a 
practical suggestion or not é 

Dr. Hines. Well, if there is something that is harmless and would 
stay at that site for that long a period of time. You see, that stain 
should stay 8 weeks, and to be certain it ought to stay longer. 

Mr. Jones. If a man has a tattoo mark put on, he has a mark for 
life. Would it be possible to get something like that? Apparently 
that ink or dye that is used in the tattooing process, is possibly not 
harmful, and I thought maybe we could include a dye in this pellet 
which would spread to this spot, and would furnish a warning to the 
people. 

Dr. Hines. There is one difference there, and that is that the pig- 
ments that get into the skin in tattooing are not removed as ws 2 
us pigments that are put in the tissues under the skin. 

Mr. Jones. I see. 

Dr. Hines. So it might be a problem to find something that would 
remain at that site that long and would not be taken up by the white 
blood cells which are the things that normally remove particles of 
foreign substance. 

Mr. Jones. Well, that is a little off the subject, but I have had that 
on my mind for some time, and thought we could work out some way, 
and then the people would have a distinct warning and, of course, they 
might not even want to buy any of the birds if they had that, but at the 
same time they would know that area of the bird was not to be eaten, 
and it might serve a useful purpose. 

Dr. Hines. I think that is a very promising suggestion to follow up 
and study. I do. 

Mr. Jones. As I understand it, you are appearing here and not 
proposing to be an expert on the use of this drug on animals, but giv- 
ing us the results of your views and other medical men of the action 
or reaction of the chemical on human beings. 

Dr. Hrves. That is it exactly. 

Mr. Jones. I have no more questions. 

Mr. Gottlieb? 

Mr. Gorruiies. Dr. Hines, are you a practicing endocrinologist ¢ 
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Dr. Htnes. Not at the moment. 

Mr. Gorruiesn Have you ever been ¢ 

Dr. Hives. In a sense, yes. 

Mr. Gorruires. What does that mean ? 

Dr. Hines. Well, I mean by that that for several years before and 
during the early part of the war I did, and then because of the pres- 
sure of other work I had to drop the clinical work. I am expecting to 
pick it up again very soon. 

Mr. Gorrures. In your clinical work did you use diethylstilbestrol ¢ 

Dr. Hines. Yes, I did. 

Mr. Gorriirs. As I understood your previous testimony you have 
not conducted any experimental work using stilbestrol, which has 
been published, is that correct ? 

Dr. Hives. That is right. 

Mr. Gorriies. What you have done in your statement is just com 
piled the published works on the subject, and attempted to correlate 11 
in some manner with the use of stilbestrol in chickens. P 

Dr. Hines. I have added to that published work the results of 
attending a great many meetings, of discussing this subject formally 
and informally with a great many people who are themselves doing 
work on the subject. Sometimes I think one gets a better perspective 
on the subject by talking to a great many people who are more deeply 
immersed in smaller and specific problems than one does if he is im- 
mersed in those himself. 

Mr. Gorrires. Doctor, Appendix A, attached to your statement is 
an assay or what purports to be an assay 

Dr. Hines. I have the originals, signed originals, here if anybody 
wants them. 

Mr. Gorr.ies. Just let me finish the question, please. That is an 
assay of the flesh of chickens which have been treated with stilbestrol 
by pellet implantation, is that not correct ¢ 

Dr. Hines. That is right. 

Mr. Gorruies. I take it that the first few pages of Appendix A con- 
tains a report of the laboratory that did this work ? 

Dr. Hines. That is right. 

Mr. Gorruier. I understand there were eight chickens involved, is 
that correct? The first sentence says: 

A beef liver and eight chickens— 

Dr. Hines. That is right, eight chickens. 

Mr. Gorruies. Further on it says: 

A pellet was found in each head. The heads and pellets were removed and 
both were discarded. 

Would you tell us, please, what was the weight of each of these 
pellets found in the heads? 

Dr. Hines. I have no idea 

Mr. Gorruies. Is that not a rather important point / 

Dr. Hines. No, I do not think so. 

Mr. Gorruies. Doctor, suppose that the pellets in each of the chick- 
ens weighed 10 milligrams. Would that have any effect upon the 
assay of the flesh and the liver of those chickens ? 

Dr. Hines. Now, you mean if a pellet, a 15- milligram pellet, which 
contains, in the case of the Wick and Fry pellets, I am told, 12 milli- 
vrams, and then at the end of 6 weeks, if 
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Mr. Gorr.ies. I am not going that far. I am taking the statement 
here, and it says that a pellet was found in the head and that the heads 
and pellets were removed and both were discarded. 

I want to know if you can tell me whether there would be any effect 
on the assay of the flesh if each of these pellets had weighed 10 milli- 
grams‘ 

Dr. Hines. I do not think one can make any statement without more 
mformation than just that. 

Mr. Gorr.iies. Well, would not this assay show less estrogen in the 
flesh if 10 milligrams were in the pellet that had not been absorbed ? 

Dr. Hines. That depends on how long the pellet has been in there. 

Mr. Gorruies. All right. 

How long after the pellet implantation were these chickens 
slaughtered ¢ 

Dr. Hines. Well now, I do not know whether it is in here or not. 

Mr. Gorruies. I could not find it, Doctor. Do you know from 
your own knowledge ? 

Pr. Hines. Well, all I know is what Dr. Campbell told me, and he 
said it was 6 weeks. 

Mr. Gorruies. Let us assume then that the period of implantation 
was 6 weeks, and that a 15-milligram pellet was implanted. 

Dr. Hines. Yes. 

Mr. Gorr.ies. Let us assume that 10 milligrams of unabsorbed pel- 
let remained in the head upon slaughter. Let us assume another case 
in which the same period of time elapsed between implantation and 
slaughter. 

In the second example, a half-milligram pellet remained unabsorbed. 
Are you stating, Doctor, that there would be no difference in the assay 
of the flesh and the liver of those two chickens ¢ 

Dr. Hines. I do not know whether there would or not. One can 
presume that there has been a more rapid rate of absorption when 
there is less left after the same period of time. 

Now, here again, this is work that I have not done myself, that I have 
had no contact with, but it is my understanding that studies that have 
been conducted by Wick and Fry and, perhaps, by others, indicate that 
the rate of absorption of these pellets is quite uniform, and that there 
is not very much variation in the residues that are found after a deti- 
nite period of time. 

Mr. Gorruies. Are you familiar with the recent seizures in New 
York City of several thousand pounds of chickens by the Food and 
Drug Administration ¢ 

Dr. Hines. I read something about it. That is all I know about it. 

Mr. Gorr.iies. Suppose I told you that the Food and Drug Admin- 
istration found, and there was testimony to that effect before this com- 
mittee in New York several weeks ago, that a comparatively large per- 
centage of chickens were found to have been implanted with stilbestrol 
pellets in areas other than the base of the skull, and in some cases as 
many as four pellets were found remaining unabsorbed in the chickens 
that were on the New York market ready to be sold to the consumer. 
Do you think that constitutes any hazard? 

Dr. Hines. From what point of view? You mean from the 
residues ¢ 

Mr. Gorruies. Do you think that the sale of such chickens consti- 
tutes a hazar«d to the consumers, any part of them or all of them? 
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Dr. Hines. Well, now, are you referring to the content of the tissue, 
the tissue content of estrogen ¢ 

Mr. Gorruies. The whole business. They sell a whole chicken. Do 
you know what New York dressed poultry is ¢ 

Dr. Htnes. No; I am afraid I do not. 

Mr. Gorruies. It is head on, feet on, and guts in. That was testi- 
fied to before this committee by Dr. Byerly, | believe. 

Dr. Hines. Well, I did not read that testimony. 

Mr. Gorriies. You can accept that as a fact. 

Now, these chickens are sold in New York City in that manner, and 
in those chickens there have been found as many as four unabsorbed 
pellets in areas other than the base of the skull. 

If a large percentage of chickens are sold in that manner to con- 
sumers, do you think that constitutes any hazard to the consumer ¢ 

Dr. Hines. It might possibly. 

Mr. Gorruies. Then you think that the Food and Drug Adminis- 
tration was warranted in seizing these chickens ? 

Dr. Hines. Well, I do not know that I would venture an opinion 
on that. 

Mr. Gorruies. If it might be posible be hazardous, do you think 
that the Government should permit these chickens to be sold to the 
unsuspecting public ¢ 

Dr. Hives. I am not sure that they would constitute a hazard. 

Mr. Gorrties. Then is it your testimony that it does not constitute 
a hazard? 

Dr. Hrnes. No; I am saying that I am not sure. 

Mr. Gorrires. You quoted Dr. Greenblatt at great length in your 
statement. Do you know that Dr. Greenblatt was quite emphatic on 
the point that there should not be any pellet residues going to the con- 
sumer ? . 

Dr. Hines. Does that appear in there? 

Mr. Gotriies. Yes. It does. Have you read his testimony ? 

Dr. Hives. I read it. If I read that, I have forgotten about it. 

Mr. Gorruies. Do you think that he has any basis for making that 
statement ? 

Dr. Hrves. Well, I have considerable respect for Dr. Greenblatt. 
[ have offered you evidence here to the effect that intermittent injec- 
tion of the amounts of diethylstilbestrol that might even by an outside 
chance remain, not might just reasonably remain, but was at all likely 
to remain, if taken intermittently will do no permanent harm. 

Mr. Gorriies. Let me read to you part of the testimony of Dr. 
Greenblatt whom you quoted. He said at page 468: 

I feel if you ingest that area where there is a concentration of the crystals, or 
where some part of the pellet may be still remaining, you are actually feeding the 
patient with steroid material. 

Later on he said: 

I think that we are dealing with hormones that change the physiologic status 
if the patient. As I have already pointed out, we cannot allow every Tom, Dick, 
ind Harry to use stilbestrol, or estrogen or these hormones. We can’t allow 
anyone to come in and say, “Why can't I put it in face cream? Why can’t I put 
t in aleohol and have it as a drink?” Or whatever he wants to do with it. I 
think it should not be allowed to be used injudiciously, or for any purpose, with- 


out a thorough understanding of why and in what amount and without good 
advice, 
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Are you in agreement with Dr. Greenblatt on that point ¢ 

Dr. Hives. Tam in agreement with part of that, and the part where 
it applies to well, let us say, face cream, or something that is going to 
le used continuously, that is where I think there is a tremendous dis- 
tinction. It is the continuous administration that can do harm. 

Mr. Gorruies. Doctor, you criticized the Canadian experimental 
work—— 

Dr. Hrxes. No; I beg your pardon, I have not criticized that work 
at all. What I have criticized is some misreading of the results. 

Mr. Gorrites. I have not completed my question. I say you have 
criticized the Canadian work of Bird, Pugsley, and Klotz because it has 
been used to correlate the possible effects that stilbestrol pellet -im- 
planted chickens might have, whereas their work was concerned with 
ingestion of a different substance entirely, is that not correct ? 

Dr. Htves. Well, I did not criticize the experiments at all. I have 
critic se 

Mr. Gorrures. The carrying over. 

Dr. Hives (continuing). The carrying over, where the carrying 
over is obviously irrelevant. 

Mr. Gorriies. That is fine. 

Now, tell me, Doctor, have you conducted any tests in which you 
have fed the flesh of pellet-implanted chickens to any group of human 
being over a long period of time? 

Dr. Hines. I am not aware of any such work. 

Mr. Gorriies. Don’t you think that is rather important ? 

Dr. Hines. I don’t think it is necessary because of these results that 
have been obtained by several laboratories that the quantities of 
estrogen in those tissues are insignificant. 

Mr. Gorriies. Doc tor, I believe in your statement you pointed out 
that it is very possible that small amounts of diethylstilbestrol ad 
ministered over a continuous period of time may be more potent or 
niay exert greater physiological effects than large doses given inter 
mittently, is that not so? 

Dr. Hines. What do you mean by smal! doses ? 

Mr. Gorrutes. I ask you, what did you mean by small doses ¢ 

Dr. Hives. I meant doses in the order of a quarter or one-half of 
a milligram. I do not mean doses of the order of a few micrograms. 

Mr. Gorriies. Do you know of any work anywhere where doses 
in the order of a few micrograms have been administered to human 
beings over a long period of time on a controlled experimental basis ! 

Dr. Hines. No, td do not, but I think we have the evidence from our 
daily experience. We know that there are small quantities of estrogen 
in a great many kinds of foods and we know, therefore, that people 
are taking those in all the time and have been for generations. 

I do not know exactly how many micrograms, and it probably 
varies from time to time, but from what we know about the amount of 
estrogen that is contained in food and from what we know about food 
consumption in general, I think we can say that without any question 
people do take those « uantities in all the time. 

Mr. Gorruiies. Well, that is true, Doctor, and that has been testi 
fied to by others before this committee. You state in your original 
statement that stilbestrol is a powerful substance, is that not so? 

Dr. Hines. That is right. 





CHEMICALS IN FOODS AND COSMETICS 1453 


Mr. Gorrtirs. If we are taking an unknown quantity of estrogen 
in our foods where it occurs naturally, and if this is a powerful sub- 
stance, don’t you think we ought to be careful about artificially add- 
ing to that-quantity in our daily food ? 

Dr. Hines. When you say it is a powerful substance, it is, and 
diethylstilbestrol may be two or three times as powerful as the same 

uantity of estrogen, that is true. But the means of assaying all these 
tissues for diethylstilbestrol—they are biological assays, and they are 
a measure then of the potency. 

Mr. Gorriirs. What do you mean by a biological assay ¢ 

Dr. Hines. The standard assay is made with a group of female 
rats or mice from which the ovaries have been removed when they 
are very small. Then they are kept under uniform conditions, and 
they are given by injection a certain amount of estrogen every week 
to keep them in a constant state of responsiveness because if they 
go without it for a time their responsiveness diminishes. 

Then, some of the animals are given test injections of a standard ma- 
terial of known content, and others of the group are given injections 
of the unknown substance that you are assaying, and then over a 
period of time they take smears from the vaginas of these mice, and 
those are put on a slide, and they are stained and they are examined 
under the microscope to see what kind of cells there are, so they com- 
pare then the response of the unknown to the response of the known. 

Mr. Gorrtuies. I take it then what you are getting at is a phys- 
iological response of the mouse or the rat, is that not so ¢ 

Dr. Hines. That is right. 

Mr. Gorrtiies. Doctor, aren’t you running the risk of doing what 
you have complained about in your statement, something about being 
very careful about carrying over to human beings of observations made 
on experimental animals? In fact, you state: ‘ 

I cannot overemphasize the fallacies inherent in the effort to apply directly 
to man the results of animal experiments in the field of hormones. 

Dr. Hines. That is perfectly true, and I do not know of anybody 
who is satisfied with the biological assay of estrogens, but it just 
happens it is the only kind of measure that we have for small quan- 
tities, and interpreting the results we have to allow for a considerable 
discrepancy. I think the people in the Food and Drug Administra- 
tion who have had experience with this will readily agree with me. 

Mr. Gorriies. It is a very rough measure, is it not / 

Dr. Hines. That is right; it is a very rough measure. 

Mr. Gortires. And the assays which are appended to your paper 
here are very rough assays because the method has not been de- 

eloped to refine it 

Dr. Hines. That is right. As to the nature of the method, I don’t 
think it can be refined further. The difficulties are inherent in the 
method; but nevertheless the assays give us an idea of the order— 
they tell us whether it is micrograms or milligrams, for instance. But 
t would be very foolish to think that they do anything more than that. 

Mr. Gorriies. Doctor, if, as you have testified, ingesting the flesh 
f chickens treated with stilbestrol or even ingesting the pellets is 

pretty neutral sort of situation, which may not do anybody any 
particular good and on the other hand may not do anybody any par- 
ticular harm, are you in favor of lifting whatever restrictions there 
may be now upon the stilbestrol pellets, or their implantation ? 
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Dr. Hrxes. What restrictions are there now?! 

Mr. Gorriirs. They have to be implanted in the base of the skull. 
I understand that only one should be implanted in ordinary chickens; 
they should not be m: arketed prior to 4 to 6 weeks after implantation. 
Aren’t those restrictions / 

Dr. Hines. Yes. 

Mr. Gorruter. You think those could be very well eliminated and 
there would be no particular problem ¢ 

Dr. Hines. No, I think it is just as well to keep that. 

Mr. Gorriies. Why ¢ 

Dr. Hines. Because even though these things do not do any harm, 
there may possibly be somebody who lives on chicken necks. 

Mr. Gorriirs. There may be such a person? 

Dr. Hines. There might be. 

Mr. Gorruies. Are you familiar, Doctor, with the fact that there 
is experimentation going on right now in the use of stilbestrol on 
other meat animals, which we eat! 

Dr. Hines. I have heard that there is such experimentation going 
on. 

Mr. Gorriies. You are aware of that ? 

Dr. Hines. Yes. 

Mr. Gorriies. Presumably they expect to produce the same results 
in other meat animals as they do in chickens, namely a heavier, fatter 
animal, is that not so? 

Dr. Hines. I would presume that was their purpose. 

Mr. Gort ies. Do you think there is, in your opinion, any danger at 
all to the publie if all the meat that we eat, including chickens, were 
being treated with pellets of stilbestrol ? 

Dr. Htnes. That depends entirely on how much accumulates in the 
tissues of these particular species that are under consideration. 

Mr. Gorrires. You do not think that the addition of any amount of 
estrogens over and above what we are getting in our natural foods 
today and over and above what we may be getting in poultry today 
would be particularly harmful, if it were small? 

Dr. Hrnes. If it were small, I would not say it was harmful, no. 
But before I gave an opinion on any other species I would want to 
know something about the assays there. 

Mr. Gorruies. You know there is such a possibility that all our 
meat animals will be treated with stilbestrol, you do know that ? 

Dr. Hines. Yes. 

Mr. Gorrtren. Doctor, do you think that the regulations limiting 
or restricting the use of stilbestrol, for example, the method of im 
plantation, is necessary to keep abuses out of the practice ? 

Dr. Hrxes. Well, I do not know quite what you mean by abuses. 
What would you envision ? 

Mr. Gorrties. Let us take the chicken situation in New York, four 
pellets implanted anywhere in the chicken other than the base of the 
skull, sold to the consumer with perhaps 4, 5, 8 milligrams of stilbestrol 
unabsorbed in the pellet. 

Dr. Hives. Well, I think those people who do that are wasting 
their material because, as I understand it, one pellet does all that can 
be done for the chicken. 

Mr. Gorruries. Well, the fact is that they do it, whether they are 
wasting it or not, and it is getting out on the market. Do you think 
we ought to keep those regulations in force ? 
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Dr. Hives. I think on general principles it would be a good idea. 

Mr. Gorttire. Do you think it might be a good idea, perhaps, to 
license poultry raisers who desire to implant stilbestrol pellets to 
make sure that they do not abuse that practice ¢ 

Dr. Hines. Well, that is something I would not know about. 

Mr. Gorriies. Doctor, I have here a publication from Nature mag- 
azine, February 24,1951. Are you familiar with that magazine ? 

Dr. Hines. Yes. 

Mr. Gorrires. It is a reputable scientific magazine / 

Dr. Htnes. Yes, British. 

Mr. Gorriies. The article is entitled “Toxicity of Estrogens,” and 
it is reported on by T. Nichol and I. D. Helmy of the department of 
anatomy, Kings College, London. 

Now, they conducted several experiments with laboratory ani- 
mals, using synthetic and natural estrogens, and stilbestrol was one 
ofthem. Just let me read you one of the conclusions. I quote: 

It was found that the synthetic estrogens were more toxic in small than in 
large daily doses. In the animals treated witb stilbestrol the mortality was 
higher in those who received a daily dose of one-tenth of a milligram than in 
those who received a daily dose of 1 to 5 milligrams. 

Is that consistent with your observations as far as the human being 
is concerned ¢ 

Dr. Hines. It has no relation to the observations on human beings. 

Mr. Gorriies. You do not believe that smaller quantities of stil- 
bestrol taken continuously for a long period of time are any more 
potent or produce any greater physiological effects than single large 
doses given intermittently / 

Dr. Hines. Now, that is a different matter. Could I just see that 
for a minute ? 

Mr. Gorrires. Well, would you answer the question ¢ 

Dr. Hines. Well, the two are not the same questions. In human 
beings, certainly, you can pick small doses and give them continnously, 
and get more effect than you can giving large doses intermittently. 
That is the point I have been trying to make here. But that does not 
mean that small doses given continuously have more of an effect than 
large doses given continuously. There is no evidence that small 
doses given continuously will have more effect than large doses given 
continuously. 

Mr. Gorruies. Now, Doctor, on page 2 of your statement vou 
stated: 

We submitted to the Food and Drug Administration reports covering more 
than 8,000 patients who had received the new drug 

By that you mean stilbestrol ? 

Dr. Hines. That is right. 

Mr. Gortiies (reading) : 

Righteen hundred of these patients have received it more or less continuously 
over periods ranging from 6 months to 2 years. 

Now, you submitted this information to the Food and Drug Ad- 
ministration for what purpose / 

Dr. Hines. To establish to the Food and Drug Administration that 
deithylstilbestrol was safe for general use by physicians. 

Mr. Gorruies. For clinical use? 

Dr. Hines. That is right. 
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Mr. Gorrties. Not for pellet implantation in chickens / 

Dr. Hines. No, this has nothing to do with that. 

Mr. Gorriies. These patients were all under the supervision of a 
physician, were they not ¢ 

Dr. Hives. Yes, they were. 

Mr. Gorriies. And the estrogen was administered under the super- 
vision of a physician ¢ 

Dr. Hines. That is right. 

Mr. Gorriies. There was something wrong with these people / 

Dr. Hives. Well, I do not know that you can say there was any- 
thing wrong with them. The menopause is a physiological state. I 
do not think you can say there was anything wrong with a woman 
going through the menopause, and probably half of these people were 
being treated for menopausal symptoms. 

Mr. Gorr.ies. Dr. Greenblatt testified that by far the largest use 
for diethylstilbestrol was in the treatment of menopausal symptoms 
in women. 

Dr. Hrxes. That is true; yes. 

Mr. Gorriies. And he indicated that the menopausal difficulty was 
due to a deficiency of estrogen in the system. 

Dr. Hines. Well, now, did he actually say that? 

Mr. Gorruies. Is that a true statement ¢ 

Dr. Hines. No; nobody knows the cause of menopausal symptoms, 
and nobody knows the mechanism by which they are relieved by 
estrogen. 

Mr. Gorruies. But they are relieved by estrogen ? 

Dr. Hines. They can be; yes. 

Mr. Gorriies. And are estrogens the only things that will relieve it / 

Dr. Htnes. No. 

Mr. Gortuiern. What else will / 

Dr. Hrxes. Sometimes testosterone will on some patients, and 
some women a little sympathetic talk will relieve them. 

Mr. Horan. May I interpose there, counsel? How about ergot / 
That is administered sometimes in connection with—— 

Dr. Hrxes. With childbirth. 

Mr. Horan. Yes; and with disorders of the female, particularly. 

Dr. Hives. I do not think it is used in that way very much any 
more. It is pretty much now limited to childbirth and the treatment 
of migraine. 

Mr. Horan. Yes. I know it is administered for migraine, and it 
is quite effective. But it is my understanding that it had some effect 
on the female organs. 

Dr. Hines. Well, it will promote contraction of the uterus and 
sometimes if a woman is going to menstruate in a day or two it will 
hasten the appearance of that menstruation by contracting the uterus 
and squeezing it down. 

Mr. Horan. Thank you. 

Dr. Hines. I think the use of ergot for that purpose by the medical 
profession is rapidly declining. 

Mr. Horan. Yes, but it has in the past been recognized as a standard 
and safe drug. 

Dr. Hines. Yes. 

Mr. Horan. Administered under the direction of physicians. 

Dr. Hines. That is right. 
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Mr. Gorrizern. Doctor, at page 460 of our 1951 hearings Dr. Green- 
Llatt testified : 

In our clinic we have accustomed ourselves to the use of the smaller doses, 0.1 
milligram three times a day. In occasional cases we have gone to 0.25 milligram 
three times a day, and in other occasional cases even up to 1 milligram a day. 
The indications are the need for replacement due to a deficiency in the production 
of estrogen hormones. It does not have to be stilbestrol; other estrogens or 
estrogen-like substances may be used. 

You disagree with Dr. Greenblatt? 

Dr. Hines. Well, I am not sure that in that Dr. Greenblatt meant 
to say that it was a deficiency of estrogen that caused the symptoms. 

Now, to be sure, women who are in the menopause do have a de- 
ficiency of estrogen, there is no doubt about that, but there is no evi- 
dence that I am aware of that indicates that that is the cause of the 
symptoms. 

Mr. Gorriien. By definition if a woman is deficient in estrogen, 
ihen the only thing that will take care of the problem is to provide 
the estrogen; is that not so? 

Dr. Hines. Well, if you are going to restore all of the things that 
are due to the deficiency, yes, that is the only way you can do it. 

Mr. Gorruies. The point I am getting at is in these 8,000 patients 
who had received this new drug for menopausal problems, isn’t it true 
that these women had a deficiency of the particular thing which was 
being administered ? 

Dr. Htnes. No. Those women who had menopausal symptoms, 
most of them had a deficiency, yes; but actually not all of them do 
have, not all women who have menopausal symptoms have a deficiency, 
and then diethylstilbestrol is used in many conditions in which there 
is no deficiency of estrogen at all. 

Mr. Gorriires. What are the contra-indications to estrogen therapy, 
Doctor ? 

Dr. Hines. Well, those are changing. I would say that in the past 
it was considered, for instance, that any woman who had a family 
history of cancer of the breast or cancer of the uterus was safer if she 
did not receive estrogen. 

That was before anybody knew that the administration of estrogen 
could result in the regression of cancer of the breast. I am not sure 
now that that is a valid contra-indication. I think there is some 
question about that. 

Now, of course, what they are talking about there is quantities of 
estrogen of certainly one-tenth of a milligram up, and it refers to 
continued administration. 

Mr. Gorr.res. Doctor, are you saying that when a woman has a 
cancer the indicated therapy is estrogen ‘ 

Dr. Hines. Yes, in some instances; yes, definitely. 

Mr. Gorr.tes. In some instances ? 

Dr. Hives. Yes. 

Mr. Gorr.tes. Is it advisable for a physician before he prescribes 
estrogen to make certain examinations of the patient, physical or 
otherwise ? 

Dr. Hines. It is customary to do that. 

Mr. Gorrires. Why ? 

Dr. Hrxes. So that he knows what the patient’s condition is before 
he starts the estrogen. 
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Mr. Gorrires. So that he can keep tabs on whether, perhaps, the 
cancer is becoming aggravated or accelerated or if no cancer had 
existed that no cancer is coming into being; is that not correct ? 

Dr. Hives. Yes. 

Mr. Gorruies. And that there is, at least in the minds of many repu- 
table men, a feeling that there may be some association between estro 
gens and cancer in some way, whether it is by acceleration of tissue 
growth or actual production f 

Dr. Htnes. There has been some feeling to that effect ; that is right. 

Mr. Gorrtiies. We really do not know, do we, one way or the other 
on that? 

Dr. Hines. Well, we can say this: That estrogens in potent form 
have been available for 20 years now. Diethylstilbestrol has been 
available for 12, and it is perfectly true that there are certain cases 
of cancer of the breast and cancer of the uterus that have been dis- 
covered, and have apparently developed, during periods of estrogen 
therapy. 

Now, of course, that does not prove that the estrogen caused the 
growth in that particular instance. The only way that you can come 
to any conclusion about that is by having a large series of paired 
cases in which pairs are absolutely parallel with respect to family 
history and general status, and treat half of them with estrogen and 


have the other half not treated with estrogen and see what the differ- 
ence is in the incidence. 

Mr. Gorriies. That has not been done yet ? 

Dr. Hines. That has not been done, and it is not a very feasible 
thing to do in a civilization like ours. 


Mr. Gorriies. Is it not a fact that the current edition of the AMA 
New and Nonofficial Remedies indicates that family history of can- 
cer may contraindicate estrogen therapy ? 

Dr. Hives. I think it is. But, as you know, it sometimes takes a 
long time for something that is undergoing change to receive official 
recognition. 

Mr. Gorriies. Doctor, do you know that X-ray is also used to 
fight cancer ? 

Dr. Hines. Yes. 

Mr. Gorr ies. Is it not a fact that X-ray also produces cancer, and 
that is a recognized fact ? 

Dr. Hrxes. Oh, yes, it can. 

Mr. Gorriien. We do not go around exposing ourselves unnecessar- 
ily to X-ray for that reason; is that not so? 

Dr. Hrves. I would say rather that we limit the amount of ex- 
posure. 

Mr. Gorrires. Exactly; and the people who operate X-ray ma- 
chines get behind lead barriers so that they do not get too much of it? 

Dr. Hines. That is right. 

Mr. Gorriies. In your opinion should there be any different yard- 
sick for safety used in evaluating a substance which is proposed for 
use as a drug for therapeutic purposes under the supervision of a 
physician and a substance which is proposed for use in a food? 

Dr. Hrxes. Well, I do not know quite what you mean by that. 

Mr. Gorrures. Would you apply any stricter standards for a 
chemical which is being proposed for use generally in food than you 
would for a chemical which is being used by physicians for therapeu- 
tic purposes in their practice? 
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Dr. Hrves. I think that depends on the use that is going to be 
made of it. 

Mr. Gorrures. Let us take stilbestrol. 

Dr. Hives. All right. ‘ 

Mr. Gorrtres. Would you answer the question with respect to 
stilbestrol ? 

Dr. Hives. Certainly, the amounts of stilbestrol that are going to 
be found in the livers and flesh of the animals, I would say, have been 
demonstrated to be so small that they can be disregarded. I do not 
see that it can do any harm at all. 

Now, as to the residues of pellets, if they are taken intermittently, 
there is no evidence that they are going to do harm. 

Mr. Gorrires. But, Doctor, you have just stated that no such experi- 
ments have been carried out, that is, the feeding of the flesh of these 
animals to people, so how can you say there is no evidence? There has 
been no attempt made to get the evidence; is that not so? 

Dr. Hines. I think we have the evidence. 

Mr. Gorriren. You have an experiment in which human beings have 
been fed the flesh of stilbestrol-treated chickens over long periods of 
time ¢ 

Dr. Htnes. No; nature has performed an experiment for us which 
I think meets the requirement. 

Mr. Gorriies. But you are adding an additional amount to the 
diet, are you not, over and above what nature has added? 

Dr. Hines. No, not necessarily, not in the livers and not in the 
livers and flesh, because the amounts that have been found in there 
are so small, if there is any, that they can hardly be measured. They 
fall within the physiological range. Now, we do not know exactly 
how much estrogen is produced in men and women; there is no way 
of measuring that. We do know how much is excreted, and there is 
a considerable normal variation. Some people may excrete two or 
three times as much estrogen as others, and that is all considered to be 
in the normal range. 

Mr. Gortiies. Do you know what hyperestrinism is, Doctor ? 

Dr. Hines. Definitely. 

Mr. Gorruren. Whiat is it ? 

Dr. Hrvxes. It is a condition in which there is too much estrogen 
present. 

Mr. Gorruies. This condition may be present in human beings, 
is that not so? 

Dr. Hines. Yes. 

Mr. Gorrtires. Do you know that this condition of hyperestrinism 
is getting a lot of study these days in an attempt to determine whether 
that may be one of the causes of cancer in human beings today ? 

Dr. Hrxgs. It may be possibly one of the factors. 

Mr. Gorruters. So the fact that something occurs naturally within 
or without our bodies does not necessarily mean that it is particularly 
good for us. 

Dr. Hines. No, that is quite right, but that is not what I am talk- 
ing about. Hyperestrinism is a result of constant overactivity of 
the ovaries or the presence of estrogen-producing tumors in men, 
and it occurs only when there is a constant production of estrogen, 
when the cycle has been interfered with. Normally there is a period 
of about a week that begins a few days before the menstrual period 
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when the woman has practically no cireulating estrogen and he: 
organs and tissues get a rest from estrogen, and then estrogen i: 
present the other 3 weeks. Hyperestrinism occurs in connection wit! 

a constant production of estrogen. 

Now, what I was trying to make clear before was that there wa 
a considerable variation in the normal excretion of estrogen and. 
therefore, I think one is entitled to conclude that there is probably 
a considerable difference in the amount of circulating estrogen i 
lifferent people. 

Now, a chicken is ordinarily substituted for other meat as food, 
and if you do not eat the chicken you are going to eat some meat 
In other words, if you do not eat one kind of food you are going 
to eat another, so that the practical difference, I think we can say, 
is inconsequential, whether we get a certain amount of estrogen, if 
we get any at all, out of a beefsteak or whether we get an amount 
that is in many instances too small to measure out of the carcass of 
a treated chicken. I think we can say definitely from the experienc: 
of the human race and from the assays of the amount of estroge: 
that is in these chicken livers and chicken carcasses, that the intake 
will still fall within the natural range. 

Mr. Gorrires. Doctor, there has been testimony before this com- 
mittee that there are several cosmetic preparations on the market, oils, 
lotions, and creams, each of which contains 20,000 international units 
of estrogen for a 30-day supply. 

Now, these estrogenic cosmetic preparations are being sold to the 
women of this country with the recommendation that these prepara- 
tions, one or more of them, be applied to their scalps, their faces, necks, 
throats, shoulders, arms, hands, and in some cases the legs. 

The mode of application is such that all of these preparations ma) 
remain on a woman’s body 24 hours a day every day of the year. 

It has also been testified that the absorption rate of these creams, 
oils, and lotions may be from 20 to 50 percent. 

Do you think that there is any possible hazard to a woman who 
uses these cosmetics, as I have indicated, over long periods of time, 
and consumes stilbestrol-treated poultry, and other foods in which 
natural estrogens may be present ? 

Dr. Huxes. Well, I would say this: That the flesh and the livers of 
these stilbestrol-treated birds would not add measurably to the tota! 
intake. 

Mr. Gorriies. Our committee, Doctor, is interested in the whol 
picture. We have to consider all the sources of estrogen, both in foods 
and in cosmetics, as well; and, as an expert in this field, I would lik: 
your opinion as to whether this sort of use might be dangerous. 

Dr. Hines. Well, I would say that the continuous application of 
those concentrations of estrogen to the skin would be undesirable. 

Mr. Gorriies. And anything that added to it might make it worse : 
would you say that? 

Dr. Hines. Well, that depends on how much you add. 

Mr. Gorruies. Well, in the quantities that we might get fron 
chickens—— 

Dr. Hives. No, I do not. 

Mr. Gorriies (continuing). Ingesting pellets. 

Dr. Hrxes. I am assuming that the pellet is an intermittent thing 
I am not assuming that somebody is going to take the residue of a 
number of pellets every day, day in and day out. 
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Mr. Gortites. Well, in addition to the cosmetic use that you indi- 
cated might be dangerous. Would the addition of stilbestrol-treated 
poultry help these women in any way ¢ 

Dr. Hines. No; but I do not think it would harm them. It would 
not make any difference. 

Mr. Gorrttres. Would you be at all concerned if, perhaps, a little 
more were added, if, for example, all of the meat animals that we ate 
had some additional amount of stilbestrol ? 

Dr. Hines. Well, that depends on how much they would have. If 
they have the same concentrations as there seem to be in the chickens, 
I would say it makes no difference. 

Mr. Gorr ies. Doctor, on page 29 of your statement you say that a 
man can do himself serious damage by drinking too much water or 
putting too much salt in his food. 

Dr. Hines. That is right. 

Mr. Gorrires. Or doing any one of a number of things which, under 
most circumstances, are normal and harmless. 

Are you equating water to stilbestrol so far as danger or hazard is 
concerned 7? 

Dr. Hrnes. No. 

Mr. Gorrires. You would not say that water is a powerful substance 
in the same sense that you have indicated that diethylstilbest rol is? 

Dr. Hines. Well, you have to take more of it, but aside from that 
quantitative difference, I think water is a very powerful substance. 

Mr. Gorrttres. Is there anything which is not a very powerful sub 
stance in the same sense that you are considering water? 

Dr. Hives. Well, that I do not know. 

Mr. Jones. Doctor, we thank you very much for appearing here, 
and I express the appreciation of the committee for your appearance. 

The committee will stand in adjournment until the call of the 
chairman. 

(Whereupon, at 4 p. m., the committee adjourned, subject to call.) 
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WEDNESDAY, FEBRUARY 13, 1952 


House or REPRESENTATIVES, 
Sececr CommMirree To INvesricgaAre THE Use 
or CHEMICALS IN Foops AND CosMETICs, 
Washington, D. C. 

The select comniittee met (pursuant to H. Res. 74 and H. Res. 447, 
82d Cong., Ist sess., continuing the investigation and study begun 
under authority of H. Res. 323, 8ist Cong., 2d sess.), at 10 o'clock 
a. m., in room 445, Old House Office Building, Hon. James J. Delaney, 
chairman, presiding. 

Present: Representatives Delaney, of New York; Abernethy, of 
Mississippi; and McDonough, of California. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel. 

The CuarrMan. The committee will be in order. 

Mr. Kleinfeld. 

Mr. Kuiernrevp. Mr. Chairman, before going into the question of 
the fluoridation of water, you will recall that last year Dr. McCay, 
of Cornell University, as part of his statement, referred to the 
allegedly deleterious effects of cola beverages upon teeth. 

I have two statements here, one by Dr. James Nuckolls, of the 
University of California, and one by Dr. John Haldi, of Emory Uni- 
versity, which set forth a contrary point of view. I suggest that 
these be made part of our record. 

The CHarrMan, Without objection, it is so ordered. 

(The two statements referred to are as follows :) 

UNIVERSITY OF CALIFORNIA, 
COLLEGE OF DENTISTRY, 
San Francisco, Calif., January 17, 1952. 
Hon. JAMEs J. DELANEY, 
House of Representatives, Congress of the United States, 
House Office Building, Washington, D. C. 

Dear Mr. DELANEY: I have noted a number of articles which have appeared 
in the public press, and more recently in the New York Dental Journal, which 
refer to a testimony given by Clive M. McCay, of Cornell University, before your 
committee which is set up to investigate the use of chemicals in food products. 
I have also had the opportunity of reviewing the original testimony of Dr. 
McCay and the comments and questions of your committee regarding the subject 
of acid erosion of the teeth which is produced in experimental animals when 
they continuously consume solutions which have an acidity that will cause a 
loss of the enamel. 

My interest in the processes which have to do with the development and 
disintegration of teeth is of long standing, since I have served continuously on 
the staff of the college of dentistry as a researcher and teacher for more than 
25 years. At the present time, I hold a professorial rank in the sections of 
oral histology and oral pathology and the chairmanship of the division of pre- 


1463 





1464 CHEMICALS IN FOODS AND COSMETICS 


clinical sciences in the college of dentistry. My bibliographical data is best 
referred to in Who's Who on the Pacific coast, 1951 edition, and in World 
Bibliography, 1948 edition 
1 am taking the liberty of writing you because I fear that certain misinterpre 
tations might be placed on the testimony with regard to tooth erosion. 
In the first instance, it should be made clear that the process of enam« 
erosion is in no way synonymous to the disease of tooth decay. In fact, the 
vailable scientific evidence does not relate one to the other. The disease of 
nt or caries of the teeth is the result of bacteria acting on the stru 
teeth which produce a characteristic picture when studied under 
the microscope. On the other hand, tooth erosion consists of a progressive dis 
solution of the enamel and underlying dentin. This is brought about by the action 
cid solutions on the teeth. The gross and microscopic picture of acid 
erosion of the enamel is completely different from that of dental caries. The 
eroded areas are for the greater part smooth, hard, and slick, and may not 
show evidence of bacterial penetration into the deeper parts of the tooth 
reeth can also be worn away in specific areas by means other than acid. It 
s geperally believed that the most common ways this can be brought about 
re by the use of the tooth brush with very hard bristles,or a wearing away 
of the grinding surfaces by coarse, gritty foods. This localized and partia 
destruction of the tooth is referred to as abrasion to distinguish it from erosion 
caused by acid. Clinically, it is extremely difficult to tell whether we are dealing 
with erosion or abrasion, since the clinical pictures of the end result are very 
imi In my opinion, it is very seldom that we have simple erosion in huma 
ut that it is usually complicated by other factors 
making a differential diagnosis between erosion and abrasion, it must 
rne in mind that the clinical picture of both conditions may appear to lke 
rherefore, in distinguishing between the two lesions, one must conside1 
habits as well as the abrasive habits and the occupational habits of the 
From my observations, based on considerable clinical experience, the 
h, hard V-shaped areas which occur predominantly at the necks of certain 
re primarily the result of mechanical abrasion. This is also true of teeth 
have been displaced to one side of the dental arch so that they receive 
‘brunt of tooth brushing. There are also conditions when undoubtedly thes: 
esions are caused both by erosion and abrasion. However, the establishment 
of the chief causative factor would be most difficult. 
I the testimony on tooth erosion before your committee, it was shown that 
beverages produce erosion in rats’ teeth From this testimony, som 
might be inclined to conclude that human consumption of acid beverages, and 
this would include some 12 or more naturally occurring fruit juices which have 
an acid reaction as well as carbonated beverages, can be expected to cause erosion 
man teeti 
portant to be aware of the fact that in McCay's testimony there w 
e whatsoever to show that this is the case. There were ! 
tions made on the live human tooth It is also important 
at there are distinct differences between rats’ teeth 
between the mode and habits of drinking by the rat 
iry acid beverages and a ruit juices, which ; 
Ise ‘ destr i¢ on f h i as you I | 
stimony in question, a . 
Lprace rhis, however, is not 
na medical-dental group, I can 
y sure that I was dealing with acid erosion : I ibrasion 
histories included one individual who regurgitated following mea 
erosion on the tongue side of the upper front teeth: another had 
know as achlorhydria and as the result, consumed hydrochlori 
taking the necessary precautions of protecting the teet! 
nsumed excessive amounts of fresh citrus fruit juices 
As the result of a wide clinical and experimental background, it seems to me 
the detrimental effects resulting from a reasonable consumption of beverages 
Ss natur y occurring fruit juices which have an acid reaction have not 
shown to produce demonstrable patholegical effects on the teeth of the 
n. Neither does the acidity seem to influence the extension of dental decay 
: nad, if e is to condemn al! beverages with an acid reaction, one 
of the naturally occurring fruit juices in a similar category 
at the present time, is not supported by adequate scientific 
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Hoping that this communication, in part, may serve to throw additional light 
ona highly controversial subject, I remain 
Sincerely yours, 
JAMES NUCKOLLS. 
P. S.—I am enclosing a documented manuscript for your perusal, which I have 
recently prepared for publication. 


Emory UNIVERSITY, 
ScHOOL or DENTISTRY, 
Emory University, Ga., January 17, 1952. 
Hon. JAMES J. DELANEY, 
House of Representatives, Congress of the United States, 
House Office Building, Washington, D. C. 

Dear Mr. DeLaney: With your permission I should like to make a few com- 
ments on the statements made by Dr. Clive McCay, of Cornell University, on 
the subject of tooth erosion before your select committee to investigate the 
use of chemicals in food. I have hesitated for a long time to write to you 
although I have been quite disturbed over the possibility that those who heard 
or will read Dr. McC ay’s testimony may be inclined to misinterpret certain 
laboratory findings. In view of the fact that the hearings before the commit- 
tee have been published and Dr. McCay’s testimony thereby given wide distribu- 
tion, I have finally decided to write to you in the interests of clear thinking on 
this subject. 

You will understand my concern in this matter when I tel! you that I am 
professor of physiology in one of our leading dental schools and that I have been 
engaged for several years in a study of tooth erosion, and I am still carrying on 
research investigations on this problem. I received the Ph. D. degree in physi- 
ology at the University of Cincinnati in 1923 and since then I have been engaged 
in teaching and research. In 1948 I was appointed professor of physiology and 
chairman of the department of physiology in the Emory University Dental 
School, having served for 15 years previously as assistant and associate professor 
in the medical school in the same univerity. Prior to my coming to Emory Uni- 
versity, | was instructor and later assistant professor in the department of 
physiology in the medical school at the University of Michigan. In 1929 I was 
made a member of the American Physiological Society and am still a member of 
that society. Much of my research has been concerned with problems of metab 
olism and nutrition. I have published about 40 papers in scientific journals, 
principally in the American Journal of Physiology and the Journal of Nutrition. 

Several years ago my associate, Mr. Winfrey Wynn, and I published a paper 
entitled “The Erosive Action of Various Fruit Juices on the Lower Molar Teeth 
of the Albino Rat” (Jour. Nutr. 35. 489, 1948). In this study we found that 
marked erosion could be produced in the lower molar teeth of albino rats by 
allowing them to drink such fruit juices as grapefruit, grape, apple, pineapple, 
orange, and prune. The teeth were also eroded to some extent by tomato juice. 

When we wrote this paper we were a bit fearful that someone might uncriti- 
cally apply these findings on the rats’ teeth to man, and in the popular press, or 
elsewhere, denounce the human consumption of fruit juices on the ground that 
they might erode the teeth. This would indeed be both unfortunate and de- 
plorable ; first, because fruit juices have become a part of our way of life, and 
secondly, because the fruit-juice industry is an important segment of our Amer- 
can economy. 

I should like to make it clear that tooth erosion is not the same thing as dental 
caries or tooth decay. Many laymen may be confused on this point. Tooth 
decay, as the name signifies, involves a “decay” process. This is what gives the 
carious areas the familiar brownish color. Tooth erosion which is far less com 
mon than tooth decay is something entirely different. It consists of a dissolution, 
which frequently appears as a cupping out, of areas of enamel on the outer sur- 
face of the tooth. 

It is this loss of enamel and not tooth decay which was observed in our experi 
ments on rats that were allowed to drink fruit juices. There is not much in the 
literature on the extent to which erosion occurs in human teeth. Certainly, we 
did not want anyone to assume that our experiment on rats proved, or even 
indicated, that the ordinary consumption of fruit juices caused erosion in human 
teeth, even though erosion in many instances may not have serious consequences 
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We therefore issued a warning to this effect in the concluding paragraph of ou) 
paper. This admonition was based on a number of considerations: 

1. The amount of fruit juices ingested by the animals in our experiment was 
relatively much greater on the basis of body weight than what might be assumed 
to be the average human consumption. 

2 The drinking mechanism in the rat is different from that in man. The rat 
laps its fluid and it is not improbable that the fluid in passing through the mouth 
may be in contact with the teeth longer than in the human mouth. 

3%. At the present time we have only limited knowledge on the difference in the 
chemical composition, crystalline structure, and solubility in acid of the rats’ 
teeth and human teeth, but unquestionably such differences do exist. 

4. On human teeth there is formed a thin covering composed of mucin fron 
the saliva and other material. This is usually referred to as a plaque. It may 
be removed by brushing the teeth, but it is formed again in a relatively short time 
This plaque, in the opinion of some investigators, may serve as a protectiv: 
covering to prevent contact of acid with the surface of the tooth. As far as I 
know, no one has shown that there is a similar plaque formed on rats’ teeth 

5. In the mouth, saliva serves the purpose of cleansing the teeth and at the 
same time neutralizing acid. This latter property is referred to as the buffering 
power of saliva. At the present we have no information on the rate of flow of 
saliva and the buffering capacity of saliva in the rat as compared with man 

In view of these considerations, it is quite obvious that it would be unwise and 
unreasonable to apply the findings on rats’ teeth under experimental conditions 
to human teeth without further extensive studies on man under similar conditions 

In Dr. MeCay’s testimony your committee was told that rats’ teeth were eroded 
when the rats were given a cola beverage to drink. The implication seems t 
have been that the consumption of cola beverages constitutes a public health 
hazard because they might erode human teeth, 

If we should go along with this kind of reasoning and accept this conclusion 
then to be consistent, we would have to conelude from our studies that fruit 
juices and other acid-containing foods should be avoided if we want to protect 
our teeth. This conclusion I refuse to accept and I should like to state here 
with all the emphasis at my command, that at the present time we have no 
evidence from the study of human teeth that erosion is caused by the ordinary 
consumption of fruit juices or other acid-containing beverages, such as the cola 
beverages. 

Many natural foods contain acid, some of them 20 to 100 times as much as the 
cola beverages. For example, lemon juice contains approximately 6.4 percent 
acid: orange, 1.1 percent; cranberry, 2.1 percent; plum, 2.5 percent; apple, 0.75 
1.00 percent ; prune, 1.4 percent. Even lima beans contain 0.8 percent acid whic! 
is approximately 15 times the amount of acid in the cola beverage studied by 
Dr. MeCay The concentration of acid in this beverage is about fifty-five thou 
sandths of 1 percent (0.055 percent) 

There is acid in other foods. Vinegar contains acetic acid and this acid is used 
net only for making pickles, but also in salad dressings, ete. Citric acid is present 
in the hard candies which are sold in grocery stores and drug stores in ever: 
city. As a matter of fact, the citrate ion which is also present in citrus fruit: 
has been found by Drs. F. J. MeClure and §S. J. Ruzicka at the National Institutes 
of Health to produce erosion in rats’ teeth even in a neutral or slightly alkaline 
solution (J. Dent. Res. 25:1, 1946.) 

In view of the large daily consumption of fruit juices and the cola beverages, 
we conld reasonably expect to find relatively few teeth that had not been dissolve! 
if fruit juices and the cola beverages have the same destructive action on human 
teeth as on rats’ teeth. Millions of people the world over have been drinking 
fruit juices or cola beverages, or both, for many years, some of them most o! 
their lives. Yet we know from our own observations—and dentists will bear 
us out In this—such extensive destruction of teeth by erosion simply has not 
occurred 

I shall now proceed to show you in the following order that : 

1. Although the cola beverages were singled out as a health hazard becaus« 
they were found to canse erosion in rats’ teeth, it is well known that the same 
experimental results had been obtained with fruit juices: 

2. One is not justified in applying findings on rats’ teeth to man: 

3. Other statements made before your committee in an attempt to prove that 
cola beverages are destructive to human teeth are definitely misleading. 
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L 1T IS WELL KNOWN THAT EROSION CAN BE PRODUCED IN KATS’ TEETH 
BY FRUIT JUICES 


Dr. MeCay must have read our paper on this subject, for he refers to it in one 
of his publications. He was also acquainted with the work of McClure which has 
shown that grapefruit juice and cranberry juice cocktail have an erosive action 
on the molar teeth of the albino rat. (J. Nutr. 26: 251, 1945.) 

In fact, Dr. McCay himself with his associates had observed in his laboratory 
that erosion can be produced by fruit juices. Let me quote the introductory 
paragraph of a paper he published in 1945. “Tooth erosion is a rather commonly 
observed but little understood phenomenon. In a few instances it has been 
pointed out that the acid in fruit juices, soft drinks, and hard candies can be 
destructive to human teeth; the present authors have recently observed one 
instance of very severe damage to the teeth of a 32-year-old man apparentl) 
resulting from the practice of sucking the juice from two or more oranges per day 
over a period of 2 years.” (Gortner, Jr., R. A., J. S. Restarski, J. G. Bieri and C. 
M. MeCay. Arch. Biochem. 8: 405, 1945.) 

In this same paper the authors describe the erosion produced in the teeth of 
rats that were allowed to drink a synthetic lemonade in common use in the Arm) 
and Navy. Animals that had been drinking the lemonade for 30 days had their 
lower molar teeth dissolved away nearly to the gum line. “After 5 months on 
the beverage the lower molars were sometimes completely destroyed beyond the 
level of bifurcation of the roots, so that only isolated roots remained.” 

In another paper Dr. McCay and his associates showed that acetic acid which is 
commonly encountered in pickled foods also produced severe erosion in the rats 
teeth. In this same study observations were also made on the erosive action of 
the citrus fruit juices. I should like to present here the following quotation from 
this paper: “Citrate ion is known to have a strong affinity for calcium and appar- 
ently is an additional factor in the tooth decalcifying properties of citrus fruits 
and juices. Accordingly, the effects of offering a fresh frozen canned orange 
juice (pH 3.7) to 10 rats was determined. After 1 week, the rats’ teeth showed 
a degree of destruction comparable to that obtained previously with a 0.2 percent 
* * * After 2 weeks, severe erosion of the enamel of the 


citric acid solution 
(Bieri, J. G., C. M. MeCay, J. S. Restarski and 


mandibular molars was evident.” 
R. A. Gortner, Jr. Arch. Biochem. 11:33, 1946.) 

In view of these published statements it is quite obvious that Dr. MeCay was 
fully aware of the erosive action on rats’ teeth produced by fruit juices, vinegar, 
various other foods containing acids and hard candies which contain citric acid 
And yet he singled out the cola beverages and did not mention these other experi 
mental observations when he testified before your committee 

In a paper published in 1949 (J. Nutr. 30: 313, 1949) Dr. MeCay took cognizance 
of our paper and commented that if the amount of fruit Juices consumed by our 
animals were related to body weight it would be equivalent to having a man ingest 
one-half to one ton of fruit juice during a period of 200 days. We were well 
aware of this when we published our paper and this was one of the reasons why 
we cautioned against applying our findings on rats’ teeth to man 

In this paper Dr. McCay concentrates on the erosive action of cola beverages 
on the teeth and in his preoccupation therewith overlooks two important points 
One of these is that his own data reveal equal, if not greater, destructive action 
of certain fruit acids on the rats’ teeth: the other is that the same kind of calcu 
lations on the basis of body weight should be applied to his experiments as to ours 
in relating his observations on the rat to man. 

In this experiment he sought to show that a brief exposure to acid beverages 
causes erosion in the teeth of the rat. I quote two statements from this paper: 

1. “In the case of the rat, erosion of the molar teeth can be detected after the 
consumption of 10 milliliters of acid solutions of the same streneth used in cola 
beverages”; 

2. “Erosion could be detected after three daily feedings of 3 milliliters of 0.23 
percent tartaric acid. Similarly, the effects of a single ingestion of 2, 8 or 5 milli- 
liters of 0.58 percent citric acid could be observed.” 

Two points invite attention. One is that erosion was produced by smaller 
amounts of the tartaric and citric acid solution than with the cola beverage. 
The other is that tartaric acid occurs naturally in grapes, citric acid in oranges, 
lemons, and grapefruit. 

The concentration of tartaric acid in canned grape juice is about 1 percent, 
which is four time the concentration that Dr. McCay used in producing erosion in 
the rats’ teeth. The concentration of citric acid in canned orange juice is around 
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0.9 percent, and in grapefruit juice about 1.83 percent which is twice the concen 
tration Dr. McCay used when he obtained erosion with a single ingestion of 2, 
3, or 5 milliliters. 

It was not stated whether the erosion was much or little or how long it took 
the animals to drink 10 or 5 cubie centimeters of the cola beverages. I can tell 
you from my own laboratory studies that if there was any erosion it could have 
been seen only through a microscope. I can also tell you from my own observa 
tions that if you offer 10 or 5 cubic centimeters of a cola beverage to rats they wil! 
lap it up without stopping. 

But all this is beside the point. What I want to show is that apart from dif 
ferences between the rat and man in the composition of the teeth, manner of 
drinking, etc., these experiments do not prove that cola beverages or fruit juices 
cause erosion in human teeth. I shall use the same criteria that Dr. McCay used 
in his comments on our experiments to which I have referred. 

I do not know the size of the rats he used, but let us assume they weighed 
about a third of a pound. This is a fair sized rat. If they weighed, say half a 
pound or even more, slight modifications will have to made in our calculations 

If a rat weighing a third of a pound drank 10 cubic centimeters of a cola 
beverage, that would be equivalent to 30 cubic centimeters per pound of body 
weight. Applied to a man weighing 150 pounds that would be 4,500 cubic centi 
meters, which is more than a gallon, or about 25 six-ounce bottles. Applied to a 
child weighing 50 pounds it would be equivalent to about 8 bottles. Can you con 
ceive of a man or child drinking this amount of a cola beverage at one time? 


Il. ONE IS NOT JUSTIFIED IN APPLYING FINDINGS ON RATS’ TEETH TO MAN 


As recently as 1945 Dr. McCay himself recognized this principle. In discussing 
the effect of acid beverages on the teeth of rats and puppies, he made the state 
ment in the Journal of the American Dental Association, volume 32, page 673, 
that “These findings on rats and puppies do not justify any definite conclusions 
with respect to the effects on teeth of acid beverage ingestion by man, The man 
ner of drinking, the relative amount of saliva and its buffer capacity and probably 
still other factors in the rate at which acid drinks attack the enamel surfaces 
are different in man from what they are in the animals studied.” 

hese are his own words in 1945. Why he departed from this position when 
he appeared before your committee is difficult for me to understand. The logic 
of the situation is the same in 1951 as it was in 1945. 


Ill. OTHER STATEMENTS MADE BEFORE THIS COM MITTEE IN AN ATTEMPT TO PROVE THAT 
COLA REVERAGES ARE DESTRUCTIVE TO HUMAN TEETH ARE DEFINITELY MISLEADING 


So far I have said nothing about the observations reported before your com 
mittee on extracted human teeth immersed in cola beverages. I should like to 
dismiss these observations as unworthy of serious attention, but since they have 
been placed in the record it may be advisable to comment on them. 

Your committee was told that when human teeth were immersed in a cola 
beverage they became soft within 2 days and started to dissolve. 

I am sure you will agree with me that it is most unreasonable to cite what 
happens to an extracted tooth when it is immersed in a cola beverage for a period 
of 2 days. No one holds this beverage or any other kind of beverage in his 
mouth for 2 days, 1 day, or even 1 hour. 

Furthermore—and I wish to state this with emphasis—an extracted tooth 
placed in an acid beverage does not reflect the environment of that tooth when 
t was a live tooth in the mouth. In the first place, it is important to note as we 
have stated before that in the mouth the teeth are covered with a thin coating 
of mucin and other material which is commonly referred to as a plaque. This 
plaque, as we have indicated previously, may serve as a protective covering for 
the teeth and may effectively prevent the contact of acid with the tooth’s surface. 
Secondly, in the mouth there is a continuous flow of saliva. The saliva has a 
twofold action in protecting the teeth against acid. It washes the acid off the 
teeth and, at the same time, has a buffering action which. as we have said before, 
simply means that it contains materials which neutralize acid. 

I would also like to call your attention to the fact that an extracted tooth wil! 
lose part of its substance when immersed even in distilled water and in many 
other things besides beverages containing phosphoric acid. We have made 
numerous observations of this nature in our laboratory. 





CHEMICALS IN FOODS AND COSMETICS 1469 


Here are a few instances of the loss in weight of extracted teeth when im- 
mersed in different materials for 72 hours at room temperature: In fresh lemon 
juice, 35.6 percent ; in canned lemon juice, 36.7 percent ; in bottled grape juice, 6.2 
percent; in dill pickle juice, 7.5 percent; in canned orange juice, 4.4 percent; in 
apple juice, 4.3 percent ; in canned grapefruit juice, 5.5 percent. Under the same 
conditions the loss in weight in a cola beverage varied from 5.5 to 10.2 percent. 
We may call to your attention that even in buttermilk there was a loss in 
weight of the tooth substance within 24 hours. 

In these experiments we went a step further and made analyses to determine 
how much calcium was lost. These analyses showed that calcium constituted a 
large portion of the total weight loss. 

If we were to take the fact that an extracted tooth loses weight when placed 
in a beverage containing phosphoric acid and reasou from this that the beverage 
should be condemned because of its tooth erosion potentialities, then by identical 
evidence we are forced to condemn all acid fruit juices and acid-containing foods 
for having the same potentialities for tooth destruction. 

I should now like to comment on the statement made by Dr. McCay before your 
committee on erosion of monkeys’ teeth which he said he produced by cola 
beverages. Anyone who is concerned with the problem of erosion would naturally 
be interested in knowing whether under similar experimental conditions the same 
results would be obtained with monkeys as with rats, since the monkey's teeth 
and the shape of the monkey's mouth are more nearly like those in man than are 
the rat's teeth and the rat’s mouth. 

The general similarity of the contour of the face of the monkey and of man 
would suggest that the monkey might drink somewhat the way that man does—or 
at least that you could easily train him to drink that way. That is the impression 
left with the members of your committee when you were told that “Monkeys 
that drink in the same manner as men and can be trained to drink from a cup 
suffer erosion similar to that of rats.” 

Before we had any laboratory experience with monkeys we thought that they 
probably would drink the same way asa man. Bnut that is where we made a big 
mistake. When we first began experimenting with monkeys we soon found that 
their behavior was quite unpredictable. Perhaps you can teach a monkey to drink 
from a cup as man does if you start training it when it is very young and exer- 
cise a great deal of patience with it, but if you were to place a cup filled with 
liquid before an ordinary run-of-the-mine laboratory monkey, he would be just 
as likely to pick it up and throw it at you as to drink it—and more likely to do 
this if he were not thirsty. If he were thirsty, he might on occasions drink from 
the cup as a man would, but more often he would put his head into the cup and 
lap the liquid somewhat as a dog or a rat does. As a matter of fact, we have 
found—and other laboratory workers will agree with us—that the most satisfac 
tory way to give monkeys water or other fluid is to attach a bottle and a tube to 
the cage. 

What we are interested in knowing is not whether monkeys can be trained to 
drink out of a cup like men, but whether they were actually trained to do so in 
Dr. MeCay’s experiments. 

I believe I have read all Dr. McCay’s published articles on erosion and in them 
I can find only one brief reference to actual experiments on monkeys. This 
is in an article by him and his associates, Bieri, Restarski, and Gortner (Arch. 
Biochem. 11:33, 1946) entitled “Further Studies on Vivo Tooth Decalcifica- 
tion by Acid Beverages.” This article covers about 714 pages, but only 21 lines are 
devoted to a description of the method and results of the experiments on monkeys. 
Only two monkeys were employed in these experiments. I should like to quote 
here verbatim two sentences from this paper. “To accustom the monkeys to 
drinking a sweet solution, they were given 160 to 170 milliters daily of a 15 
percent sucrose solution from a bottle and tube attached to each cage. After 3 
weeks acidic beverages were substituted for the sucrose solution.” 

Note that it is stated very explicitly that the monkeys were given the solution 
to drink from a bottle and tube attached. This I cannot reconcile with the state 
ment made before your committee that monkeys drink in the same manner as 
man. It is not customary for men to drink from a bottle and a tube attached to 
it 

Of greater interest to us is the statement that these monkey suffered erosion 
similar to that of rats. In the original paper in which this study was reported 
we are told that “gross examination of the deciduous teeth revealed that although 
they were severely worn down by attrition, they generally showed the ‘rounding 
off of the abraded edges commonly noted in acid ingestion. This was most 
apparent in comparing the incisors extracted prior to the experiment with those 
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extracted after the monkeys had been drinking the acid solutions for a month 
This comparison also suggested that the phosphoric acid solution caused some 
what greater dissolution of the enamel than did the citric acid beverage.” 

If you analyze these statements you will recognize that the authors have 
proved absolutely nothing. The only evidence of erosion which they offer is the 
ounding off of the edges of the teeth that had been worn down by attrition. It 
ix a gratuitous assumption that this rounding off of the abraded edges of the 
teeth was brought about by the action of acid. But most important of all there 
is absolutely no indication whatsoever that there was erosion in the teeth of the 
monkeys that in the leastwise resembled the erosion seen and reported in rats 
teeth. Certainly it does not resemble the erosion that is encountered in human 
teeth. 

In view of the representations made to your committee with regard to experi 
nents on erosion in monkeys’ teeth, we thought it would be of sufficient interest 
to conduct the same kind of experiment in our laboratory. It is a common prac 
ce among scientists for one to attempt to confirm for himself the observations 
made by another. 

In this experiment we used six monkeys. One was given a cola beverage as its 
sole source of fluid. This animal drank around 6 to 8 ounces of the beveraxe 
i day. This was equal to about 1 ounce per pound of body weight. On a com 
wtrable basis it was equivalent to a man weighing 150 pounds drinking approxi 
innately 25 6-ounce bottles per day. 

lwo of the animals were given 40 cubic centimeters three times a day equal 
» 4 ounces a day; two others 20 cubic centimeters three times a day, or 2 
yunces a day Che sixth animal was used as a control and was given only water 
v drink. The monkeys given limited amounts of the beverage almost invariabl) 
drank it immediately after it was offered to them, usually without pausing 

All the monkeys were fed laboratory chow as much as they would eat. About 
wiee a week they were given fresh vegetables, usually lettuce or carrots. 

After they had been kept under these experimental conditions for 120 days, 
they were sacrificed and the teeth removed and studied under a microscope 

The results of these experiments were most interesting. There was no erosion 

it all on the molar teeth as was obtained on rats’ teeth with the same beverage, 
or was there any erosion on the buccal or labial (that is, the outer) surface of 
ny of the teeth. This is where erosion usually occurs in human teeth. The only 
wearing away of the teeth which might be classified as erosion was on the lingual 
or inner surface of the central incisors, that is the two middle front teeth. But 
note this. The same thing was observed in the control monkey We do not 
know what caused it, but this much we can say with certainty: It cannot be 
ittributed to the beverage because the control animal was not given any of the 
weVverace, 

\t the outset of this letter I said that it was written in the interests of clarity 
f thought on a very important problem. I fear that there may be some who 
pon reading the testimony on tooth erosion before your committee might not 


letect the errors in the assumptions and reasoning therein and unwittingly be 
d te apply the same kind of unsupported interpretation to our experimental 
studies Such reasoning would lead to the conclusion that fruit juices cause 
tooth erosion in man. We wish to go on record as saying that our studies and 


hose of others have not proved that fruit juices or the cola beverages are re- 
sponsible for tooth erosion in man. For many years investigators have beer 
trying to determine what causes tooth erosion in man, but as yet they have not 

und the answer. Before this problem is solved it will be necessary that in 

sive research be conducted on human teeth 

In view of the fact that the testimony on tooth erosion has been incorporated 
n the record on the hearings before your committee, may I express the hope 

t those who read this testimony may also be given the opportunity to read the 
resent letter 

Very sincerely yours, 
Dr. JoHN HA.ot, 
Professor of Physiology and Chairman of the Department 


Mr. Kiernreip I also have a letter received from the National Cot- 
ton Council of America which sets forth the following resolution 
idopted by that couneil: 

Phat prob 
f various 


f insisten 


onsumer protection which are raised by the expanding use 
als in the industrial processing of food be met by a_ policy 
” harmilessness of any chemical be conclusively demon- 
strated before its use in food is permitted 
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I suggest that this letter from the National Cotton Council of 
America be made a part of the record. 

The Cuarrman. It is so ordered. 

(The letter referred to is as follows :) 

NATIONAL COTTON COUNCIL OF AMERICA, 
Vemphis, Tenn., October 16, 1951 
Hon. JAMES J. DELANEY, 
House of Re presentatives, 
Washington, D. C. 

Dear Mr. DELANEY: The National Cotton Council has followed with a great 
deal of interest the hearings of the Select Committee To Investigate the Use of 
Chemicals in Food Products. 

The council is an organization of the entire raw cotton industry, embracing 
all of the 18 cotton-growing States from coast to coast and includes the six 
leading raw-cotton interests: namely, farmers, ginners, cottonseed crushers, mer 
chants, warehousemen, and spinners At the annual meeting of the council last 
January, a resolution on this subject was unanimously adopted which clearly 
sets forth the position of this organization. 

The resolution is as follows: 

“That problems of consumer protection which are raised by the expanding 
use of various chemicals in the industrial processing of food be met by a policy 
of insistence that the harmlessness of any chemical be conclusively demon- 
strated before its use in food is permitted.” 

We urge that the committee take action along the lines of the council's reso 
lution. The preponderance of evidence adduced by your committee seemed to 
substantiate this position 

Sincerely yours 
WM. RHEA BLAKE, 
BRrecutive Vice President 

Mr. Kueinrecp. You will also recall that the last time we met a 
statement was inserted in the record which Dr. Newton, the vice 
president of Swift & Co., had proposed to make before a meeting on 
chemicals in foods of the Manufacturing Chemists’ Association. The 
Manufacturing Chemists’ Association is the trade association, as I 
understand it, of the manufacturers of chemicals of this country. We 
have received a letter dated February 5, 1952, from that association, 
signed by Charles S. Munson, chairman of the board of directors, 
setting forth the viewpoint of that association on the occurence in- 
volving Dr. Newton. 

I suggest, in fairness to the association, that that letter be made a 
part of the record. 

Phe Cuarrman. Does not that ask that the entire proceedings 

Mr. Kuernrecp. | was coming to that. I thought first we would 
put in the letter. 

The Cuatmman. It is so ordered. 

( The letter referred to is as follows:) 

MANUFACTURING CHEMISTS’ ASSOCIATION, INC., 
Washington 5, D.C... February 5, 195? 
Hon. JAMES J. DELANPY 
Chairman, House Sclect Committee To Investigate 
the Use of Chemicals in Food Products, 
House Office Building, Washington 25, D. C. 

Dear Mr. CHAIRMAN: On behalf of the Manufacturing Chemists’ Association, 
we respectfully request that the record of your committee be clarified with refer- 
ence to statements made during the hearings on January 31. We refer par- 
ticularly to the question and answer period which followed the testimony of Dr. 
L. G. Cox during which time reference was made to the interindustry conference 
on chemicals in foods which was sponsored by this association in New York 
City on January 15. During the discussion referred to, a statement prepared by 
Dr. R. C. Newton, Swift & Co., was presented by the counsel for your committee 
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and placed in the record. At the same time a statement was made that oppor 
tunity was not given for Dr. Newton's statement to be presented at the inter 
industry conference 

We would like to point out that Dr. Newton did not request time on the pro 
gram until after the start of the conference on January 15. At that time he 
requested an opportunity to read a prepared statement during the discussion 
period at the end of the meeting. Although time was extremely limited, and 
there were a number of people in the audience who desired to ask questions and 
participate in the discussion, Dr. Newton was invited to the platform and devoted 
approximately 10 minutes to his remarks. Further, his prepared statement was 
given to the transcript stenographer and has been made a part of the printed 
record of the meeting which will be included in an early issue of the Food, Drug 
and Cosmetic Law Journal. 

I zo into such detail because I think it is necessary to correct the impression 
left with your committee that Dr. Newton, even though a nonscheduled speaker, 
was prevented from expressing his views at the interindustry conference. This 
is not so 

As you know, this interindustry conference had been planned many months 
in advance and an invitation was extended to you to attend the conference and to 
have any other members of your committee or your staff attend. The conference 
was open to anyone who wished to register. There were about 20 invited 
scheduled speakers, including the Honorable C. W. Crawford, Commissioner of 
the Food and Drug Administration, Federal Security Agency 

In view of the situation described above, we are very much pleased that Con- 
gressman A. L. Miller of your committee suggested that all papers presented 
at the conference, including Dr. Newton's, be included in the record of the hear- 
ings of your committee. We are therefore happy to send you herewith copies 
of each of the papers presented at the interindustry conference 

If vou feel that all of the statements would be too much to include in the 
record, I should like to suggest that you include at least the following: 

The very thoughtful remarks of Commissioner Crawford: the discussion on 
egislative controls by Dr. F. M. Peters, Jr.. vice president of the Quaker Oats 
Co. of Chicago; and the brief summary of the MCA approach to proposed changes 
in the present law given by G. J. Williams of the Dow Chemical Co 

Thank you very much for your courtesy. 

Very truly yours, 
CHARLES S. MuNSON, 
Chairman, Board of Directors 


Mr. Kuxinreip. The letter of the Manufacturing Chemists’ Asso- 
then suggests that perhaps all the papers read at that meeting 
he made a part of the record, but because of their bulkiness the letter 
recommends this: 


ciation 


If you fee! that all of the statements would be too much to include in the recor 
I should like to suggest that you include at least the following: 
rhe very thoughtful remarks of Commissioner Crawford, of the Food and 
Drug Administration; the discussion on legislative controls by Dr. F. M. Peters 
Ir., vice president of the Quaker Oats Co. of Chicago; and the brief summary of 
the MCA approach to proposed changes in the present law given by G. J. Williams 
of the Dow Cher al Ca, 


I suggest. Mr. Chairman, that those three statements be put into our 
record, as suggested by the Manufacturing Chemists’ Association. 
The CHARMAN, It is so ordered. 


The statements referred to are as follows :) 
Rema Ss oF ¢ W. CRAWPoRD, CoMMITSSTONER oF Foop anp T’rves. Feprra 


Security AGENCY, ON THE Foop anp Drve ADMINISTRATION’s VIEWPOINT ON 
CHEMICALS IN Foop 


Interindustry Conference on Chemicals in Foods sponsored by Manufacturing 
Chemists’ Association, Inc.) 


lam grateful for the opportunity to present the views of the Food and Drug 
Administration to this Conference on Chemicals in Foods. I am sure we all agree 


hat the law must protect the public health against danger from the use of toxic 
or delete s substances in food. I am also sure that we would find wid 





CHEMICALS IN FOODS AND COSMETICS 1473 


areas of agreement on the many things that legislation on this problem should 
contain or should not contain, if we fully understood each other’s viewpoints. 
Most of the differences obviously arise from misunderstandings that ought not to 
exist. For this reason we in the Food and Drug Administration have urged rep- 
resentatives of your association, after the few brief talks we have had with them 
about the problem, to return for further and more comprehensive discussions. 
Let me renew that invitation here again. 

Much confusion has come from the convenient but inaccurate reference to the 
problem by the expression “chemicals in food.” The ineptuess of that expression 
is apparent when we consider that foods themselves are chemicals, and that the 
iving organism which consumes food is itself a complex of chemicals in which 
incounted chemical reactions sustained by food are continuously occurring. 

If we are to understand the real problem, its nature and its scope, we must 
define it more precisely. To use the term “new chemicals in food” does not 
ielp much because the real question does not necessarily involve the newness of 
the chemical. Nor would it help much to define it as “dangerous chemicals in 
food.” That expression covers too much territory. Where the nature and extent 
of the danger from the use of a chemical in food is known, existing law deals 
vith it effectively. 

To appraise the need for new legislation on chemicals in food we should con- 
sider just what provisions relating to this question are in the law now. 
From the text of the Federal Food, Drug, and Cosmetic Act we see that it de- 
fines any food as adulterated (1) if it contains a poisonous or deleterious sub 
stance which may render it injurious to health; or (2) if it contains any such 
substance that is not required in the production of the food or that can be 
ivoided by good manufacturing practice; or (3) where it is so required or can- 
not be so avoided, if it exceeds the tolerance prescribed by the Federal Security 
Administrator after public hearing. 

In prescribing a tolerance the law directs the Administrator to take into ac- 
count the extent to which the poisonous or deleterious substance is required or 
cannot be avoided in the production of each food, and the other ways in which 
he consumer may be affected by the same or other poisonous or deleterious sub- 
stances. In every event the Administrator is enjoined to prescribe the tolerances 
it such levels that the public health will be protected. 

Reading the statute impresses one with the clear intent of Congress to go 
further than merely insuring that no single food will itself carry enough poison 
to jeopardize the health of the consumer. The purpose was to safeguard the 
Nation’s food supply so that the over-all quantity of toxic substances, in all the 
items that make up the varied diet characteristic of American people, will be 
held at safe levels. 

The language chosen to prevent the unnecessary addition of poisonous or 
deleterious substances is worthy of careful study. Traffic in food containing 
such a substance, in any quantity whatever, is prohibited “except where such 
substance is required in the production thereof or cannot be avoided by good 
manufacturing practice.” While the meaning of the word “required” has not 
yet been interpreted by appellate courts, it seems fair to assume that a real or 
fancied improvement or advantage resulting from an added poison would not be 
enough; that to satisfy the law the added substance actually must be essential 
to production. It appears that Congress regarded the addition of poisons to our 
food supply as too hazardous to permit except in the face of real necessity. 

Some further light on the intent of Congress is shed by committee reports on 
he bill which became the present law. The following is a quotation. 

“* * * In promnuigating such regulations [prescribing tolerances] this sec- 
ion requires that there be taken into account the extent to which the use of the 
poison is required in the production of the article, as for example, poisonous 
sprays in producing certain fruits and vegetables, and likewise, the other ways 
in which the consumer may be affected by the same or other poisonous or dele- 
terious substances. This authorization will permit the establishment of com- 
paratively liberal tolerances for any food where poison is unavoidable or is re- 
quired by the necessities of production, and less liberal tolerances or complete 
prohibitions where it is practicable to limit the amount of poison in a particular 
food to very small quantities, or to eliminate it completely. It will likewise 
afford adequate control of those situations where irresponsible manufacturers, 
for some fancied or real commercial advantage, add dangerously toxic substances 
to foods * * *," 

The purpose of Congress to exclude from the Nation's food supply poisonous 

deleterious substances. in whatever quantity, unless those substances are 








1474 CHEMICALS IN FOODS AND COSMETICS 


actually required in producing that food, should be kept clearly in mind in con 
sidering the problem of chemicals in food. 

Let us turn now from the general policy and pattern of the law to a study of 
its specific provisions. A food is defined as adulterated, first, “if it bears or con 
tains any poisonous or deleterious substance which may render it injurious to 
health,” and second, “if it bears or contains any added poisonous or added dele 
terious substance * * * except where such substance is required in the pro 
duction thereof or cannot be avoided by good manufacturing practice . 
An essential element of proof common to both these provisions is that the sul 
stance in issue is in fact poisonous or deleterious. Unless that fact is known 
the law does not operate: surmise that it might be poisonous is not enough. 

A third provision defines a food as adulterated “if it bears or contains any 
added poisonous or added deleterious substance * * required in the pro 
duction thereof” in “any quantity exceeding the limits fixed” in regulations 
prescribing tolerances for the protection of the public health. Of course no limit 
on the quantity of the substance can be fixed for this purpose without knowl 
edze of just how toxic it is and within what specific limits it is safe 

If this knowledge does not exist and noe tolerance can be established we might 
consider action under the provision we discussed a few moments ago against 
any food containing a poisonous or deleterious substance which may render thi 
food inturious to health. Here we run into the second element of proof re 
quired by this provision—proof that the quantity of the substance present is 
such as may render that food injurious to health. Unless the substance has 
been sufficiently tested to give a clear picture of the degree of its toxicity thers 
is bound to be a gap of uncertainty within which the quantity of the substance 
may fall and where no legal action can be taken, notwithstanding the fact that 
no one knows whether the food is injurious or not. The zone of uncertaint 
is widened when the substance is used, as has been done, before quantitative 
methods for its determination in the food have been worked out 

Vith this background on existing law let us try to define the question before 
this conference Certainly the terms “chemicals in foods,” “new chemicals in 
founls ind “dangerous chemicals in foods” all lack much in precision It seems 
te us that the real question is on the use in food of any substance of whatevet 

iture, Whether in lay parlance it is a chemical or not, whether it is new or no 
when that substance has not been adequately tested, either through humar 
experience or by all reasonably applicable laboratory and clinical procedures 


; 


to show either that it is not poisonous or deleterious, or, if it is and it is required 
in the production of a food, that it can be safely used 

This is the relatively narrow but hichly important area in which we believe 
that neither the Federal Food, Drug, and Cosmetic Act nor any other law affords 
adequate protection to the public health. 

It would be both unfair and incorrect to appraise this problem on the assump 
tion that we have an irresponsible chemical industry and an irresponsible food 
industry, both callous to the health of consumers. Nor can we appraise it on the 

sumption that this is just a bureaucratic grab for dictatorial powers over the 
food and chemical industries. The facts belie both assumptions: bat the facts 
show that there is a fringe of the careless or ignorant or unscrupulous who 
have used or are now using chemicals in food without sufficient testing to lx 
reasonably certain they will not impair the health of consumers. We have se¢ 
insecticides marketed before toxicity tests were made, other than those required 





to show - ne . and before adequate quantitative analytical methods wer: 
developed » have seen the paradox of vigorously pressed sales campaigns for 
chemical ¥ ves while tests to discover unknown facts about their toxicity 


were being planned or carried out. 

That the dramatic equivalent of the elixir sulfanilamide disaster of 1937 
that cost more than a hundred lives has not occurred in the food field speaks 
volumes, first. for the conscientionsness of these industries generally, and 
second, for the providential Inck of the fringe operators—and of the public 
We have had some narrow escapes. 

Much has been said about the impossibility of guaranteeing the absolute 
safety of any food additive for all people under all circumstances, and about 
the toxicity of nearly every common food to hypersensitive individuals. The 
point is well taken: but this does not mean that nothing should be done toward 
setting up legal safecuards to minimize other and more avoidable dangers. A 
practical, common-sense solution can be worked out if the nature and scope of 
the problem are clearly recognized and if a constructive approach is followed 

Leaders in the food and chemical industries have set some practical guide 

nes In their investigations of the prospective use in food of chemicals of 
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unknown safety they have used every reasonably applicable test. Bach point on 
which the chemical might be suspect is thoroughly explored. It is not until 
every reasonable check has been made, all with negative results, that the chem 
ical is put into use. This procedure is not only highly desirable; it is highly 
expensive. We believe that what is being voluntarily done by the majority 
should be required of those who are less conscientious and who may prematurely 
launch competitive products at the risk of consumer health and to the detri 
ment of returns from properly tested products. An amendment to accomplish 
this objective need not disturb the present majority practice, or any provision 
or procedure of existing law 

The objective would not be accomplished by the suggested amendment 
provide that the Food and Drug Administration be notified of the intent to add 
to any food an ingredient that has not previously been used in that food. Mere 
notification requires no prior testing; and testing takes time, no matter whether 
it is done by the sponsor of the chemical, the Food and Drug Administration, o1 
anyone else. Such an amendment would be practically valueless in preventing 
the use of chemicals of unknown toxicity, and in protecting consumers from 


to 


being used as cuinea pigs. 

Much criticism has been directed at the amendinent proposed in the Miller 
bill, H. R. 3257. 1 must accept personally all blame for any imperfections of 
that bill. I drafted it, rather hurriedly, at the request of the Delaney commiitee, 
of which Representative Miller is a member. In presenting it to the committee I 
emphasized the fact that it was purely tentative and that it could be improved 
It was my hope, and I am sure it was the hope of the committee and of Dr. Miller 
that the draft would aid in erystallizing constructive opinion on the probleu 

I used as a general pattern the new drug section of the law. What classifies 
a new drug as such is usually the fact that it contains some chemical that is 
not generally recognized by qualified experts as having been adequately tested fer 
sifety. As I saw it, there was no significant difference in the basic problen 
arising from the use in drugs of chemicals inadequately tested for safety and 
that from the use in feod of chemicals inadequately tested for safety. The 
differences seemed relatively minor and could be dealt with through changes in 
draftsmanship 

Let me illustrate how I envisoned the general working of the bill, regardless 
of the sufficiency of its language. A manufacturer finds that certain kinds or 
classes of food can be improved by adding a chemical. That chemical is not 
required in the production of these foods, nor is it generally recognized by 
ualified experts as having been adequately tested to show that it is not poisonous 
or deleterious. 

The manufacturer tests the chemical by all reasonable applicable methods to 
supply this information. He focuses his study on the chemical itself rather 
than on foods containing it in quantities he considers using. If he finds that 
it is poisonous or deleterious—that it causes harm when ingested in any quantity 
in which it can readily be consumed—he should abandon the project. Public 
policy as expressed in existing law forbids the unnecessary use of such sub 
stances in food 

If he believes the tests show that the chemical is not poisonous or deleterious 
he submits all his data with an application to the Federal Security Administrator 
for use of the chemical in food If the Administrator agrees with him the 
application is made effective. So far as any provision of the law concerning 
poisonous or deleterious substances is concerned, the applicant can then use the 
chemical or sell it for use in food of any kind. Other provisions of the law on 
adulteration and misbranding would of course have to be observed. 

If the Administrator believes the data leave a reasonable doubt as to whether 
the chemical is poisonous or deleterious, the applicant will be so advised. If he 
wishes, the applicant can do additional work on the point in question or he 
can demand a formal hearing before the Administrator, at which a record will 
be made of all evidence on both sides of the question. If the Administrator is 
still unconvinced he issues an order refusing to permit the application to become 
effective. The applicant can appeal the order to the Federal courts, which have 
power to set it aside if it is unreasonable or arbitrary 

Let us take as a second illustration a chemical which is known to be toxic and 
which the manufacturer wants to sell for use in destroying predatory insects 
on one or more food crops or groups of food crops. It is well recognized that 
the use of some poisonous or deleterious substance is required in producing 
these crops. The manufacturer tests the chemical by all reasonable applicable 
methods to determine the degree of its toxicity. He develops quantitative an 
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alytical methods for the chemical in or on the foods, unless such methods already 
exist. He determines the quantities of the chemical remaining in or on the foods 
as they are shipped in interstate commerce, when the chemical has been used 
on the crops at such times and in such quantities as wil! accomplish its insecti 
cidal purposes. 

If he believes the investigation shows that such foods are safe for consumption, 
he submits his application to the Administrator, accompanied by reports of a! 
his results. He will recite the directions he proposes to use in labeling or other 
wise in marketing the article for use on specified food crops or groups of food 
crops, spraying or dusting schedules, and if necessary precautions such as th: 
latest date for safe application before harvest. 

If the Administrator'agrees with him, his way is cleared to sell the chemical! 
for use under the directions he proposed. Those who buy it and use it in accord 
ance with these directions will be free to market those crops in interstate com 
If someone uses it in greater quantities, that is the responsibility of 
whoever does so. Existing provisions of the law still apply, an authority to 
provide tolerances can be exercised. If someone wishes to use it for food crops 
other than those included in the directions, it is the responsibility of that per 
son to submit an application covering such use. 

If the Administrator believes that the data submitted by the manufacturer 
leave a reasonable doubt that the foods will be safe, the procedure for notifica- 
tion, hearing, and court review is the same as that described in the illustration 
on a chemical! that is not required in producing food. 

In drafting the Miller bill an effort was made to fix responsibility for com 
pliance upon the firm or person who sponsors the use of a chemical! in food or 
in circumstances where it is likely to contaminate the food. If the language 
is not clear in this respect it should be changed to make it so. 

I did not include a so-called grandfather clause in the bill parallel to that in 
the new drug definition because I did not regard the problem as parallel. This 
clause excluded from the definition those drugs that had been on the market 
before the law was passed. In 19838 Congress was enacting two entirely new 
provisions to guard against dangerous drugs. The first covered any drug that 
is dangerous to health when used in accordance with directions on its labe! 
The second was the new drug provision, early drafts of which defined a new 
drug simply as one not generally recognized by qualified experts as safe for 
use under the conditions set forth in its labeling. It thus included drugs 
then on the market that were generally recognized as dangerous and that would 
therefore be subject also to the first provision. Congress decided to limit 
the new drug section to drugs that were truly new, and to subject drugs pre- 
viously on the market to the other provision. To prevent overlapping of the 
two provisions, Congress modified the definition of a new drug by writing the 
grandfather clause into it. 

In the situation now before us the law contains adequate provisions on 
chemicals of known toxicity in foods. We have only one gap to close, rather 
than the two that were to be closed in the drug law. The gap we now have 
to close is that through which chemicals of unknown toxicity and potentiality for 
harm find their way into our foods. To prevent the overlapping of provisions now 
in the law covering substances of known toxicity, the scope of the propose: 
amendment was limited to those substances not generally recognized by qualified 
experts as having been adequately tested. If the public is to be protected from 
the hazards of inadequately tested substances in food, the time of the beginning 
of use of such substances, whether before or after enactment of the proposed 
amendment, is unmaterial. 

It is not intended to require further testing of any substance that is generall) 
recognized by qualified experts as having been adequately tested. I cannot 
share the concern expressed that the proposed bill would stop for an indefinite 
time the use of chlorine in food sanitation or potassium iodide in iodized salt 
or vitamins and minerals in food enrichment. These are recognized by experts 
generally as having been adequately tested for safety. and therefore would not 
be subject to the proposed amendment. 

If doubt exists as to whether experts generally recognize that a chemica 
now being used has been adequately tested to show its safety, a provision for 
the amendment to become effective at a specified date after enactment could 
afford ample time for clearance if the chemical has in fact been adequatels 
tested and is safe. This would safeguard the public. and also the equities of 
manufacturers who themselves had paid the price of adequate testing. T: 
exempt from the amendment those who had not done so would leave no compu! 


merce. 
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sion for them to shoulder the expense; by doing nothing they could shift the 
burden to the Government. 

In approaching the task of draftsmanship the Delaney committee asked me 
to do, there were several factors that persuaded me to follow the general pattern 
set up by the law for new drugs. These provisions have worked smoothly and 
satisfactorily since 1938, during which time applications have become effective 
for nearly 6,000 new drugs. Among these are the many so-called wonder drugs 
which constitute the most spectacular progress in drug therapy of all time. 

In one minor case only has litigation arisen over the Administrator’s refusal 
to permit a new drug application to become effective. This practical absence 
of litigation bas resulted from the fact that, while we have no formally estab- 
lished advisory committee, in every case where a serious question arose we have 
consulted the outstanding research workers and clinicians in the particular field 
involved, whoever and wherever they might be. 

The problems from the use of drugs inadequately tested for safety and the 
use in foods of chemicals inadequately tested for safety are fundamentally alike. 
it seems to me that the time-tested pattern for new drugs should be followed 
rather than to undertake some new and untried legislative pattern, the effects 
of which cannot be so clearly foretold. 

The new drug section has been highly effective in protecting the public health. 
Although the drug industry expressed grave apprehensions about the enactment 
of that section, they have since become its enthusiastic supporters. Confirma- 
tion of this came shortly before the Miller bill was introduced in The Odyssey 
of Modern Drug Research, by Robert Burlingham, a book published by The Up- 
john Co., one of the country’s leading drug manufacturers. Let me read some 
quotations relating to the new drug section: 

“At the time [of enactment] many of the drug manufacturers affected con- 
sidered the law practically as bad as the medicine that brought it on. (The 
leading pharmaceutical houses did not take quite so lugubrious a view, since they 
had argued against the bill on the ground that they already had higher stand- 
ards of quality and safety control than the law would provide.) Nevertheless, 
the entire industry settled down to observing the law and the complex regulations 
issued under the wide enforcement powers granted to the Food and Drug Ad- 
ministration. And in the course of doing so, the manufacturers—some willy, 
some nilly—found themselves compelled to increase their scientific and technical 
personnel, to accumulate a vast body of medical evidence on which to launch their 
products, and in ge ner al to apply the principles of rational therapeutics to al! 
their works. * * 

“It is to the conan both ofthe FDA officials and of the drug manufacturers, 
who have worked in full cooperation to meet the objectives of the law, that the 
public has been given needed protection from careless or irresponsible drug 
making, without any hampering of the free ‘enterprise of drug discovery. On 
the contrary, as already pointed out, the law gave new impetus to pharmaceutical 
research and new strength to the ties between drug houses and other medical 
research facilities outside the industry. Although industry and FDA points of 
view have often differed and sometimes clashed on administrative matters 
which, in this case, are almost entirely matters of opinion—a large majority of 
the industry would certainly be among the first to recommend a head examination 
for any manufacturer who wanted to repeal the new drug provisions of the law 
atthislatedate. * * 

“It is true that most of the big-name, full-line houses—-houses like Lilly, Up- 
john, Squibb, Abbott, and Parke, Davis, for example—had long maintained 
igorous manufacturing controls, high quality standards, large-scale pharma- 
cological and clinical testing of new products, and other standards which the 
new law compelled the whole industry to adopt. But there is no indication that 
the law bas wrought hardship on any company, large or small, except perhaps 
for its desirable discouragement of fly-by-nighters who might otherwise have ex- 
ploited and possibly endangered the public. On the contrary, the law has profited 
the whole industry to the extent that the public, including the medical profession, 
now takes for granted the purity and quality of all drugs on the market and 
heir safety when used in accordance with labeled instructions. * * *” 

Notwithstanding the reasons I had for adopting the pattern of the new drug 
section, I do not wish to discourage consideration of other approaches. Every 
reasonable proposal should be explored. If someone can come up with a better 
solution IT shall share the gratification everyone concerned will feel. 

Of course the Congress will make the final decision. Congress will decide 
whether an amendment is needed and if so what the amendment shall be. Con- 
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cressional policy will determine whether the initial decision on the safety of a 
chemical should be made by the administrative agency, subject to court review for 
its reasonableness, or as has been proposed, by Federal courts and juries. 

Legislators will have to weigh the advantages and disadvantages of each of 
these two ways. They will have to compare the competence of law courts and 
juries to resolve these scientific questions from expert testimony presented under 
the rules of evidence, with that of an administrative body having the advice of its 
own scientific staff and of experts throughout the country. They must consider 
the degree of nonuniformity to be expected in decisions on similar questions by 
different courts and juries throughout the country, and the expected uniformity 
in such decisions from a single continuing tribunal. They must calculate the 
risk that bureaucratic concepts may influence administrative decisions and weigh 
that in the balance. 

The manufacturing chemists of this country have been a powerful and con 
structive influence in the progress of our Nation and in building its strength. 
rhe straight, decisive and courageous thinking that has characterized the indus- 
try, its ability to recognize facts in complex confusions with fancy and surmise 
ind theory, can be applied with advantage to the problem before us teday. In 
its solution you can be of great help to the Congress and to the people it rep- 
resents 

Iam wholly confident that the conclusions you reach from your meeting today 
ind the resulting actions you take will be a constructive service for the Nation’s 


welfare 


RemArks or Dr. FL N. Perers, Jn, Vice PReS!tpeENT, CHEMICAL RESEARCH, THE 
(UAKER Oats Co., Cur1caGco, LLL, ON LEGISLATIVE CONTROLS ON RESEARCH AND 
LYEVELOPMENT IN Foops 


Inter-Industry Conference on Chemicals in Foods, sponsored by Manufacturing 
Chemists’ Association, Inc.) 


rhere is not sufficient time today to discuss all the effects legislation can have 
m research, nor even to examine how these would vary with different types of 
aws. Therefore, this paper will deal primarily with what can happen to food 
esearch under a specific kind of legislation which has been proposed. 

Presumably, everyone agrees that the public is entitled to the best and purest 
foods that can be produced; that progress toward better foods can most easily 
be made along the avenue of research; that the addition of chemicals to foods 
s not barmful per se and, finally, that most food and chemical manufacturers as 
well as most members of the Food and Drug Administration are reasonable, hon- 
est, and sincerely devoted to serving the public faithfully. When disagree 
ments arise, it is the road to be traveled and not the goal to be reached that is 
the subject of argument. 

It surely will be accepted that the industrial application of research is synony- 
mous with change. To a large extent, industrial research laboratories are seek- 
ing changes which will (a) result in improved or entirely new products, ()) 
gain some competitive advantage, (c) produce lower cost operations, or (d) 
vive a financial return from licensing or sale of patents. If management's free 
dom to make changes in its products is destroyed, then its incentive to support 
research is eliminated. 

Che output of a research laboratory is the fruit of the combined creative power 

f its individual staff members. The greatest thrill a research worker experi 
ences is the application of his brain child to a useful purpose. Nothing destroys 

s morale faster than failure of management to adopt constructive suggestions 
presented by the research group. Whenever the individual research man 
reaches the conclusion that management cannot or will not adopt new ideas, bis 
attitude toward his work and his employer will change for the worse. 

Legislation has been proposed which would destroy the freedom of manage 
ment its best judgment in adopting research findings. In March, 1951, 
Representative Miller introduced a bill, H. R. 3257, the principal provisions of 


to use 
which are as follows: 

A manufacturer must file an application and obtain permission from the Fed 
eral Security Administrator before using any substance designed to alter food 
in any way if that substance “is not generally recognized * * * as having 
been adequately tested to show that it is not poisonous or deleterious.” The 
application must be accompanied by a great deal of technical information. It 
may be denied for several specific reasons but attention is called to the final 
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basis for rejection. The Administrator may issue a denial if “on the basis of 
any information before him with respect to such chemical, he has insufficient 
information to determine whether such additive is safe for use.” 

An appeal from the ruling of the Administrator may be made to a circuit 
court whereupon the Administrator will file a transcript of the record upon 
which refusal was based. The bill then states, “The finding of the Administrator 
as to the facts, if supported by substantial evidence, shall be conclusive.” 

This legislation, if it becomes law, will destroy a manufacturer's freedom 
to make changes in his products. In the first place, any change in any food, 
whether made by addition of a new ingredient or whether produced by a new 
method of processing would be submitted by the prudent manufacturer to the 
Federal Security Administrator for approval. It will be said that the intent 
of H. R. 3257 is to require prior-use approval only if new or untried additives 
are involved, That may be the intent today but the prudent man will read the 
law and reason differently. If his proposed food has a new appearance, flavor, 
texture or odor, whether because of new ingredients or new processing methods, 
such food contains chemical additives as defined in this bill. If it is new it cer- 
tainly is not “generally recognized” as either safe or unsafe. It has not been 
recognized, period. Therefore, the prudent manufacturer will submit every new 
food product for approval before marketing. 

Thus, the real authority to adopt research discoveries is removed from the 
manufacturer and transferred to the Federal Security Administrator, an ap- 
pointee of the President. No clairvoyance is needed to know what such a transfer 
of authority will do to research. Even if financial support were not withdrawn, 
the effect of the morale of research men would be no less calamitous. All their 
ideas, all their efforts would be. directed toward what would please the Ad- 
ministrator rather than toward what would be better in their own judgment. 
The judgment of a single man would be substituted for the free judgments of 
thousands and tens of thousands ef research men throughout the country. 

Of course, it might be that the Administrator would scrutinize carefully only 
applications involving chemicals never used before and would automatically ap- 
prove everything else. However, what might happen and what can happen may 
be quite different. A rudimentary knowledge of human behavior will show that 
the Administator cannot accept changes easily. Under this bill, the ultimate 
responsibility for the absolute safety of every new food is placed squarely on the 
Federal Security Administrator. This responsibility is too great for any in- 
dividual, Acceptance of a new product means nothing to the Administrator 
financially, he gains no competitive advantage, he cannot claim the doubtful 
glory of being the inventor. All he can gain is more responsibility—responsibil- 
ity for what will happen when any approved food is eaten by any one of 150,- 
000,000 persons. Under such circumstances he will do what any man would do 
under similar conditions. He will approach the question of decision with a nega- 
tive attitude. His degree of negativity will increase in proportion to the breadth 
of the new discovery. Progress through research and a negative attitude toward 
change are not compatible 

This suggests a corollary point. If any improvement is revolutionary, it is 
probably patentable. If it is covered by patents little pressure will be put on 
the Administrator to approve the use of the invention except by its owners. The 
normal reluctance of the Administrator to assume added responsibilities will be 
supported by the negative or at best, the indifferent attitude of those in industry 
not in position to capitalize on the invention. It is not inconceivable that the 
price of acceptance might be surrender of patent control. If protection under 
patents resulting from research is weakened or jeopardized, another incentive 
for support of research is destroyed. 

Suppose a manufacturer develops a change that lowers his costs, but in his 
opinion, does not affect nutritive qualities. Will the Administrator quickly ap- 
prove a change if the only benefit is to the manufacturer? 

Since it must be admitted the Administrator could prevent change, is it not the 
manufacturer protected from the danger of arbitrary rejection or from a com 
pletely negative attitude on the part of the Administrator by his right to appeal 
to the courts for relief? Unfortunately, the answer is “No.” Under H. R. 3257, 
there is no practical means of obtaining relief from the judgment of the Ad 
ministrator, even though a court might be convinced that he acted unwisely or 
capriciously, The decision of the court must be based on findings of fact pre- 
sented by the Administrator. The exact wording of the bill is “The finding of the 
\dministrator as to the facts, if supported by substantial evidence, shall be con- 
clusive.” A circuit court judge once said, “Give me the right to fix the facts 
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and you may have the right to declure the law.”* The Supreme Court said, “Th« 
findings of the Administrator as to the facts, if based on substantial evidence. 
are conclusive.”*? Substantial evidence does not mean a preponderance—it 
does not even mean evidence presented by the most eminent or best qualified 
witnesses. In practical experience it means a scintilla or bare thread. Any 
one familiar with administrative hearings during the past dozen years ca! 
recall cases where the testimony of a single witness, an employee of the Admin 
istrator was considered as “substantial evidence.” Instances are known wher 
“findings of fact” ignored testimony of several qualified industry witnesses an 
were based instead upon the testimony of a single Government employee. 

Thus, under H. R. 3257, the Federal Security Administrator has complete con 
trol of what research developments can be commercialized and the manufacturer 
has no practical relief by appeal. This absolute power to control the applicatior 
of research carries with it the power to destroy industrial research. 

But suppose the Administrator does not develop a negative attitude but pos 
sesses the superhuman qualities that would allow him to assume ever increasing 
responsibilities without the spur of incentives. He still must be assured of th 
safety of new chemicals in foods, the safety on new processes. Each application 
must be carefully reviewed. Under any conceivable conditions, this means time 
it means delay in the application of research. It may mean loss of a competitive: 
advantage for the manufacturer. The more conscientious, the more devoted thie 
Administrator is to the public interest, the more time he will take to study ap 
plications. Give the power to control the rate of change and you have given th 
power to control the rate of research. 

Some may feel that this paper has made the worst possible interpretation of 
the results stemming from the proposed legislation. There are three answers to 
this. First, nothing has been predicted which could not happen if H. R. 3257 
becomes a law. Second, the alleged need for H. R. 3257 is based on the worst 
possible interpretation of the acts of the food industry. It is based, not 
on what has happened in the past but on what could conceivably happen in the 
future. Third, what may happen to feod research under this bill should lx 
considered in the light of what has happened under previously enacted legislation 

Before adoption of the Food, Drug, and Cosmetic Act of 1938, Senator Copeland, 
sometimes called the father of this act, said in reference to the standard-makinz 
provision of one of the predecessor bills, “It should be noted that the operation 
of this provision will in no way interfere with the marketing of any food which 
is wholesome, but which does not meet the definition and standard * * *” 
Mr. Walter G. Campbell, then Chief of the Food and Drug Administration i: 
testimony before a House committee said, “There can be no objection to the 
philosophy that any article that is wholesome and has food value and is svld 
for what it is, without deception, should be permitted the channels of commerce.” * 
In spite of these positive assertions, within a few years the sale of farin. 
enriched with vitamin D had been outlawed under the very provision of the act 
that Senator Copeland said would not produce such a result. There was nothing 
wrong with the product or its label—It merely did not conform to an arbitrar 
definition set by the Administrator subsequent to the passage of the act. 

The introduction of enriched corn meal was delayed for at least 2 years be 
cause of uncertainty as to whether there would be Federal standards and if so 
what they would be. A prominent research director told the speaker he would 
not willingly spend research money on any food for which standards of identity 
had been promulgated. Another company opposed the suggestion of setting 
standards of identity for all breakfast foods, for fear that further developments 
in this field would be prevented. Another large food company delayed an im 
portant research project because even if successful, the product in question could 
not be sold under present definitions. These are specific examples of researc! 
curtailed or threatened—not directly from that which was written into an act 
in 1958 but because of what the act came to mean after 1938. Similar adminis 
trative interpretations and rules in the future can extend the scope of a law 
passed today. 

This paper neither affirms nor denies the need for further legislation. It does 
assert that legislation giving the Federal Security Administrator power of lif 
or death over new food products will result in loss of industry incentives t 





* Judge Curtis L. Waller, Miss. Law J. 17, 212-220 (1946). 

? Federal Security Administration v. The Quaker Oats Company (318 U. S. 218 (1943) 
* Report No. 361 on S. 5, 74th Cong., Dunn, Federal Food, Drug and Cosmetic Act. p. 246 
* Dunn, ibid., p. 1239. 
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support research, will decrease the amount of research, will lower the morale 
of research personnel and will progressively reduce the rate of progress in the 
food industry in the years to come. 


REMARKS oF G. J. Wru1AmMs, THE Dow CHEMICAL Co., LecaL PANEL ON “PRESENT 
LAW AND Provosep CHANGES” 


(Interindustry Conference on Chemicals in Foods) 


You have heard Mr. Smith and Mr. Bartenstein summarize the existing 
Federal Food, Drug, and Cosmetic Act and the new Miller bill. I have been given 
the opportunity to present the Manufacturing Chemists Association’s approach 
to changes in the present law. 

First, we believe that the present laws relating to pesticides are effective and 
adequate to protect the American public, and we would not propose any change in 
the laws relating to these products. My further remarks will not apply to any 
substance, chemical additive or what you will subject to the Federal Insecticide, 
Fungicide, or Rodenticide Act. 

Second, we believe that the present legislation vests the Government with 
adequate authority over the use of chemicals in foods. As Mr, Smith has pointed 
out, it is unlawful to ship in interstate commerce any food bearing or containing 
an added poisonous or deleterious substance. If this law is enforced, there can 
be no danger to the public health through the use of chemical additives. 

Third, the one area in which the present legislation may need strengthening 
is in assuring that the Food and Drug Administration is given advance notice 
of proposed new uses of chemical additives. Today, aud we must admit this 
possibility, a chemical additive can be put to a new use and such use can con- 
tinue for some time without the Food and Drug Administration knowing any- 
thing about it. Enforcement is difficult when you are working under such a 
handicap as lack of knowledge of violations. 

With these facts in mind, the Manufacturing Chemists Association recom 
mends that consideration be given to incorporating in the present law a provision 
prohibiting any new use of any chemical additive in or on any food until 6&0 
days after notice of such intended use has been filed with the Food and Drug 
Administration. This notice could be filed by either the manufacturer of the 
chemical additive or a food processor and should include these things: 

(a) Applicable pharmacological and toxicological data available. 

(bd) The known composition of the chemical additive. 

(c) An analytical method for determining residues. 

(d) Directions for use of the chemical additive with respect to the specific 

food or foods and the specific use or uses proposed. 

(e) A sample of the chemical additive. 
In addition we would propose that provision be made for conferences between 
the Food and Drug Administration and the person filing the notice so that the 
intended use could be further discussed. 

We would not propose that the Food and Drug Administration be given the 
power to deny or the responsibility of approving such use by an administrative 
decision. We do not favor prior approval or precertification. 

If the Food and Drug Administration, after reviewing the submitted data feels 
that the intended use should be denied because it presents a hazard to the public 
health, it may proceed under the existing enforcement powers of seizure, injunc- 
tion, or criminal proceedings as outlined by Mr. Smith. 

Printed copies of our approach are available, and we invite your study, com- 
ments, and criticism. 

How would this legislation work as a practical matter? Suppose a food 
processor wants to use a chemical additive in canned beets, asparagus, and peas 
Kither the food processor or the manufacture of the chemical additive would file 
a notice of the proposed use with the Food and Drug Administration giving the 
data and other information required. Very probably, the manufacturer of the 
chemical would furnish the toxicological data, the known composition of the 
chemical additive and an analytical method. The food processor might furnish 
the directions for use. Thus, the notice would be a combined effort. Sixty days 
after filing such notice any food processor would be free to go ahead with the 
proposed use without any further action by the Food and Drug Administration 
Any other use of the chemical additive or any deviation from the use as proposed 
would be a violation of the law unless a supplementary notice was filed. 


96568—52—pt. 3-—-—_28 
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We are convinced that this program of legislation is sound. It protects the 
public in that no food can be shipped in interstate commerce if it bears or con 
tains any added poisonous or deleterious substances. It is sufficiently flexible 
to allow for new discoveries and developments. It assists the Food and Drug 
Administration in that it will have an oppertunity of reviewing in advance each 

nd every proposed new use of a chemical additive. Yet it avoids the many 
disadvantages of administrative finality and leaves to the courts the decision 
s to whether or not the law has been violated. This is the truly American way 


: ne th ' 
of doing Things, 


Mr. Kuieinrevp. The last thing I have is a letter dated February 
7. 1952. received from General Mills, Inc. General Mills, Ine.,. is one 
of the largest food processors and distributors in the country. In view 
of the stature of General Mills, Inc., I suggest that this short letter 
I have be read into the record at this time, and I would like to read it. 

The Cuarrman. Go right ahead. 

Mr. Kurixnrevp. This letter is signed by G. Cullen Thomas, vice 
president of General Mills, Inc., and dated February 7, 1952 [read- 
ng): 

As the vice president of our company who has complete administrative respon 
sibility for the quality standards of General Mills food products, I had the 

easure on April 17, 1948, to appear before a subcommittee of the Senate Com 

ttee on Interstate and Foreign Commerce in support of the Food and Drug 
Administration's proposal under the Miller bill, H. R. 4071, to expand its en 
forcement procedures and jurisdiction in the case of foods which had become 


We took th iew then, and we restate it now, that the courts have very prop 
erly charged the food industry with a responsibility and a trust beyond that 
issumed by the dinary manufacturer. We of General Mills accept that high 
degree of pnblic health responsibility as a fit price to pay for the privilege of 
supplying food products to the general publi Accepting that premise, it is 
the perfectly understandable, if a bit unusual, fer an industry to join with 
ts “policemet na voluntary request that it be subjected to additional regula- 

nd conti 

We are completely in accord with the principle of the Food and Drug Ad 

nistration’s recommendation that new chemical additives te foodstuffs be 

pp ‘ ‘ 4 a INe it consumer food products Wa believe r) at i proper y 

ned amendment to the Federal Food, Drug. and Cosmetic Act would serve 
or to rednee to the form of law, a practice which most of us would follow ir 
good nscience in the absence of such amendment. To reason otherwise ws 
I ogical for slated, it would suggest that we care only for our business 
da re little for future acceptance and continuing consumer good 
Ww 
We disagree with the contention that a proper restrictive amendment would 


serve to discourage progress in research for we have confidence that the a: 
ceptable and desirable new products of research readily will be approved: con 
versely, we contend that if the new products of research are disapproved as 

nproper additives to foods, it is not that progress has been stopped but tl 
new knowledge has been acquired and dangers have been averted. 


We reject also the argument that a properly framed amendment to the act 
vhich adopts the general principle of preclearance of new chemical additives 
to foods would invest the Food and Drug Administration with a tremendously 


apricious and arbitrary control over the composition of our foods. We have 
seen no evidence that the comparable new-drug provisions of the act have been 
dministered with anything but a view to the public interest and we have con- 
fidence in an agency which has been unswerving in its devotion to that publi: 
interest, yet at all times reasonable, cooperative, and realistic in the exactions 
w h it has imposed on producers and manufacturers. The public will ever owe 
lebt of gratitude for the quality of the administration which has been provided 
such officials as Mr. Crawford and his predecessor, Dr. Dunbar 


The Cuarmman. Call the first witness. 
Mr. Kuerxrevp. Our only witness today is Dr. Bruce D. Forsyth. 
Will vo ome forw ard, please ‘ 
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The CuHatrman. Your name and address, Dr. Forsyth? 

Dr. Forsytu. Bruce D. Forsyth, Assistant , Surgeon General, United 
States Public Health Service, Washington 25, D. C. 

(The oath was administered by the chairman. ) 


TESTIMONY OF BRUCE D. FORSYTH, D. D. S., ASSISTANT SURGEON 
GENERAL, CHIEF DENTAL OFFICER, PUBLIC HEALTH SERVICE, 
FEDERAL SECURITY AGENCY 


Mr. Kurtnrevp. Dr. Forsyth, what degrees do you hold ¢ 

Dr. Forsyru. One degree, doctor of dental surge ry. 

Mr. Kieinretp. You are not a medical doctor / 

Dr. Forsyru. No, sir. 

Mr. Kueinretp. How long have you been associated with the Public 
Health Service / 

Dr. Forsyru. I first started with Public Health Service as dental 
interne December 16, 1931. 

Mr. Kieinrevp. Have you been with the Public Health Service since 
that time ? 

Dr. Forsytu. Ever since. 

Mr. Kurrnretp. And how long have you been Assistant Surgeon 
General and chief dental officer of the Public Health Service ? 

Dr. Forsyru. Since May the 17th, 1948. 

Mr. Kieirecp, Have you written any publications, any papers, 
on the question of fluoridation of drinking water 

Dr. Forsyru. Not 1, personally; but more than 100 papers have been 
published by our research workers. I have published several articles 
but not on the fluoridation of community water supplies. 

Mr. Kieinrecp. Not on fluoridation ? 

Dr. Forsyru. No. 

Mr. KiernFrevp. Does your statement represent the official viewpoint 
of the Public Health Se ddend 

Dr. Forsyru. Yes, si 

Mr. Kieinretp. W il you please read your statement. 

Dr. Forsyru. Mr. Chairman and members of the committee: 

[ am glad to meet with the members of this committee at the request 
of your chairman to read a prepared statement expressing the views 
of the United States Public Health Service on the fluoridation of 
drinking water. 

The water fluoridation policy of the Public Health Service was 
clearly stated by Surgeon General Leonard A. Scheele in his testimony 
before the Senate Subcommittee on Appropriations, on April 24, 
i951. At that time he said: 

During the past year our studies progressed to the point where we could an- 
nounce an unqualified endorsement of the fluoridation of public water supplies 
as a mass procedure for reducing tooth decay by two-thirds. 

This policy statement is supported by a tremendous amount of re- 
search conducted during the first half of this century, particularly 
during the past 25 years, on the chemical characteristics of fluorides 
and their physiological effects on humans. The statement is based 
on saeanelee epidemiological studies conducted in many communities 
having 1 or more parts per million of natural fluorine in the drinking- 
water supply. 
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Now that means 1 part of fluorine per 1 million parts of water. 

In this country there are more than 3 million persons who have 
lived all their lives in such communities. It is based on the results 
of studies concerned with the fluoride content of food and the absorp- 
tion of fluorides by the human body. It is based on extensive studies 
designed to determine the dental and other physiological effects re- 
sulting from the use of fluorides in food and water. And finally, 
it is based on a series of pilot programs; programs designed to test 
on a community-wide basis the dental and other physiological effects 
of adding fluorides in controlled amounts to the drinking-water sup- 
ply. The pilot studies have also provided first-hand experience in 
the purely technical phases of water fluoridation. Three such pilot 
te. img were begun in 1945, two in this country, one in Grand 
tapids, Mich., and one in Newburgh,’N. Y., and a third in Brantford, 
Ontario. Similar projects were started in 1946 or later in Sheboygan, 
Wis.; Marshall, Tex.; Evanston, Ill.; and Lewiston, Idaho. In view 
of the wealth of evidence obtained from all of these fluoridation 
studies—both in the laboratory and in the field—it can truly be said 
that never before has a public-health measure been subjected to such 
thorough scientific scrutiny before being recommended as a standard 
procedure. 

Before a procedure is recommended for public-health application, 
one of the first questions which must be answered with an unqualified 
“Yes,” is “Is the measure safe?” 

At this point a brief historical résumé might be in order. A careful 
analysis of the extensive data which I have mentioned shows that 
excessive amounts of fluoride in the drinking water can cause mottled 


enamel. In fact, most of the early studies on the er ge | of 


fluorides to dental health were concerned with mottled enamel, or 
dental fluorosis, which was shown in 1931 to be caused by excessive 
amounts of fluorides in the drinking-water supply. Careful epidemio- 
logical investigations demonstrated that as the fluoride concentration 
increases above 1 part per million, there is an increase in both the 
percentage of individuals afflicted and in the severity of the mottling. 
But these studies also showed that a concentration below 1.5 parts of 
fluorine per million parts of water produced no mottling of esthetic 
consequence. This finding led to the establishment in 1942 of 1 
part per million and in 1946 of 1.5 parts per million as the maximum 
fluorine concentration acceptable under the requirements of the Pub- 
lec Health Service drinking-water standards. So, the level of 1.5 
parts per million was actually set as a safe level for water standards 
several years before the recommendation was made that fluorides be 
added in optimum amounts to prevent tooth decay. 

The results of the laboratory and epidemiological studies on humans 
and animals also have demonstrated that mottling of the teeth is the 
first sign of undesirable effects of excessive fluorides. Mottling of the 
teeth occurs at far lower concentrations than do any other undesir- 
able effects. Fluorine balance studies have demonstrated that fluorine 
in water, up to 5 parts per million, is efficiently excreted by the human 
body. Furthermore, studies of individuals using drinking water con 
taining up to 5 parts of natural fluoride per million parts of water 
showed that there are no undesirable effects on bone structure. There 
are no signs of increased fragility, no signs that the bones are harm- 
fully affected in any way. It has been thoroughly established that 
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teeth are the first parts of the body to be affected by the lower range of 
fluorides concentrations. 

No evidence has ever been produced that 1.0 part per million of 
fluoride in drinking water has or will harm any living person or thing. 
Incidentally, 1 part per million is the general term for the amount 
recommended for the major portion of this country. Actually the 
concentration is adjusted upward to 1.3 or even 1.5 for the Northern 
States and slightly downward for the Southern States to as low as 0.6 
for the hot, dry, desert-like climate of certain parts of Arizona. This 
adjustment is made in relation to climatic and seasonal factors which 
influence per capita water consumption. 

I have already answered the next practical question, “How much 
good will it do?” Field studies conducted in this country and in other 
parts of the world conclusively demonstrated that where drinking 
water contains roughly 1 part per million of natural fluoride, tooth 
decay rates are two-thirds lower than in nonfluoride areas. The re 
sults of laboratory animal studies showed that an appreciable re- 
duction in tooth decay is brought about by adding the fluoride to 
their drinking water. Even more important, the pilot programs which 
I have described demonstrated that children who drink fluoridated 
water from birth have two-thirds less tooth decay than children the 
same age living in the same communities had before fluoridation. 
Furthermore, children who begin to drink fluoridated water several 
years after birth also receive substantial benefits. 

Many persons have concluded from this that the benefits of fluori- 
dated water are limited to children. This is not true. Studies of 
adults using natural fluoride-bearing water throughout life show 
they have about two-thirds less tooth decay than have adults drink- 
ing fluoride-free water. They have lost only about one-fourth as 
many teeth. The same thing, of course, will occur in communities 
which are now adding fluorides to their water supplies. 

A third factor to be considered in recommending any public health 
measure is the expense involved. A conservative estimate of the money 
value of fluoridated drinking water indicates that for every dollar 
spent for water fluoridation, $60 to $70 will be saved in terms of needed 
dental care. It is clear then that no community can afford to post- 
pone water fluoridation. To do so is extremely costly, not only in 
terms of dental health but also in terms of dollars and cents. 

Of course, there are other factors to be considered besides safety 
ind the benefits which will accrue from the application of a public- 
health measure. One of major importance is the question of technical 
dificulties involved in applying the procedure. In this respect, 
water fluoridation is almost an ideal public-health procedure. It can 
be done simply by trained waterworks operators, who are familiar 
with the precautionary measures needed in handling fluoride com- 
pounds, who can make the tests for fluoride concentration, and who 
are acquainted with the operation of feeding equipment. The feed- 
ing equipment is the same as that long used by waterworks operators 
in feeding other chemicals into water supplies. Mechanical difficul 
ties, should they occur, lead to underfeeding rather than to over- 
feeding. Fluoride concentration is determined by chemical tests and 
then double checked by a comparison of the weight of fluorides fed 
into the water supply with the volume of water treated. 
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The fluoride concentration of the water supplies in Grand Rapids, 
Mich.: Newburgh, N. Y.:; and Brantford, Ontario, has been main- 
tained at 1.0 part of fluorine per million for almost 7 years with 
remarkable ease. However, I do not wish to imply that untrained, 
uninformed operators are to be given the responsibility for main- 
taining a fluoride concentration of 1.0 part per million. I do wish to 
state emphatically that the feeding of fluorides presents no problem 
to the average waterworks operator who has received specific training 
in this field. While on this subject I would like to point out that 
the margin of safety between optimum amounts and texic amounts 
is so wide as to cause no concern. ‘To say that a saboteur by one 
turn of a valve could poison the people of an entire community is 
utterly ridiculous. At a concentration of 1.0 part per million an 
individual would have to drink 400 gallons of fluoridated water at 
one sitting to receive a poisonous dose of the chemical. More than a 
2-year supply would have to be dumped into the water supply in 1 
day to delivera seriously toxic dose. 

It is, of course, impossible within the limitations of this statement 
to bring you more than a summary of the voluminous research back- 
ground of water fluoridation. It 1s this solid foundation of research 
which has formed the basis for the water fluoridation policy of the 
Public Health Service. Also of vital importance is the fact that a 
similar policy has been adopted by such other national organizations 
as the American Dental Association, the American Public Health 
Association, the Association of State and Territorial Health Officers, 
the Association of State and Territorial Dental Directors, the Ameri- 
ean Association of Public Health Dentists. the National Research 
Council, and more recently the American Medical Association. 

In my opinion, not one of these organizations would endorse water 
fluoridation if they had a single reservation regarding its safety, its 
practicability, or its value in terms of dental health. 

Again, in my opinion, it is one of the most remarkable public health 
preventive developed in this country. It is not a question can the 
community afford to fluoridate its drinking-water supply, but can a 
community afford not to fluoridate 

Mr. Chairman, I want to thank vou for the opportunity to appear 
before you, and I will be very happy to answer any questions that vou 
mav have, 

The Cuamman. Mr. Kleinfeld. 

Mr. Kvewrecp. Dr. Forsyth, I have here a booklet entitled “Better 
Health for 5 to 14 Cents a Year Through Fluoridated Water,” pre- 
pared by the Division of Dental Public Health, Federal Security 
Agency, Public Health Service. Are you familiar with that ¢ 

Dr. Forsyrn. Yes, sir. 

Mr. Kuernrevp. On page 22 there is a section entitled “Endorse- 
ments of the Fluoridation of Public Water Supplies.” 

Although your statement did advert to these endorsements, I think 
the record should indicate the nature of some of these endorsements. 

Dr. Forsyru. Yes, sir. 

Mr. Kuernrevp. For example, the American Dental Association, at 
a meeting October 30-November 2, 1950, stated in part: 

Whereas these data provide convincing evidence of the safety of this pro- 
cedure and of its benefits in terms of reduced incidence of dental caries: There- 
fore be it 
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Resolved, That in the interest of public health, the American Dental Asso 
ciation recommends the fluoridation of municipal water supplies when the flu 
oridation procedure is approved by the local dental society and utilized in ac 
cordance with the standards established by the responsible health authority 

Dr. Forsyru. Yes, sir. 

Mr. Kieinrevp. That is in general accord with your policies? 

Dr. Forsyru. Yes, sir. 

Mr. Kiemrecp. And similarly, on June 8, 1950, the Association of 
State and Territorial Dental Health Directors resolved— 

That the State and Territorial Dental Health Directors recommend the fluori 
dation of public water supplies for the partial control of dental caries, where 
the local dental and medical professions have approved this program and 
where the community can meet and maintain the standards required by the 
State health authority 

That too is what you refer to/ 

Dr. Forsyru. Yes. 

Mr. Kiernrecp. And similarly the American Public Health Asso 
ciation, at Is annual meeting in November 1950, said: 

Whereas accumulated evidence indicates a sound basis for the fluoridation of 
public water supplies for the partial control of dental caries: Therefore be it 

Resolved, That this procedure be recommended as a safe and effective method 
for reducing the prevalence of dental caries. 

There is one endorsement here which is a little puzzling, sir. On 
page 23 of that booklet, under “Endorsements of the fluoridation of 
public water supplies,” there is a statement made by the American 
Water Works Association on June 1, 1949, which Says, and I quote : 

In communities where a strong public demand has developed and the pro 
cedure has the full approval of the local medical and dental societies, the 
local and State health authorities, and others responsible for the communal 
health, the water departments or companies may properly participate in a pro 
gram of fluoridation of the public water supplies 

Is that really an endorsement, sir / 

Dr. Forsyrnu. Actually, I beheve the American Water Works Asso- 
ciation feels that they should not endorse something that is a matter 
for medical or dental concern; that they are concerned with how the 
thing would operate. It is really not putting the stamp of recom 
mendation as such on it, since they are not really in the medical and 
dental research field. 

Mr. Kuernrevp. In other words, they are not in a position to en 
dorse it, are they ‘ 

Dr. Forsyrn. That is right. 

Mr. Kierrep. I think that is borne out by a letter in a recent issue 
of the Journal of the American Medical Association, November 10, 
1951, volume 147, No. 11, where the Secretary of the American Wate 
Works Association said : 

The policy established by the board of directors has not been clearly under- 
stood by some, and this letter is intended to clarify the matter. The American 
Water Works Association is an organization of engineers, administrators, and 
staff personnel engaged in or interested in the furnishing of public water 
supplies. It is not an organization of professional men in the fields of dentistry 
and medicine. It does not promote fluoridation. 


In other words, they do not endorse it, do they! They say that if 
the dental and*medical professions say it is all right, they are in a 


position to go ahead and do it. 
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Dr. Forsyru. They don’t feel that they are in a position to endorse 
It. 

Mr. Kureinrevp. That is right. 

Dr. Forsyru. As the American Medical Association and the Ameri 
can Dental Association are. 

Mr. Kieinretp. And both of those associations have done so? 

Dr. Forsyrn. Yes, sir. 

Mr. Kierrexp. In that connection, I think I might refer to an 
excerpt from volume 147, No. 14, of the ie of the American 
Medical Association, dated December 1, 1951, where the council on 
pharmacy and chemistry and the council on (os and nutrition of 
the American Medical Association have authorized publication of a 
statement entitled “Fluoridation of Water Supplies.” In part, the 
statement says, and I quote: 

After considering the evidence available at this time, the councils believe that 
the use of drinking water containing up to one part per million of fluoride is 
safe. 

I think that is what you referred to. 

Dr. Forsyru. That is right. 

Mr. Kuerrevp. I suggest, Mr. Chairman, this short statement 
issued by the American Medical Association be made a part of the 
record. 

The CuarrmMan. Without objection it is so ordered. 

(The statement referred to and identified above is as follows:) 


FTUORIDATION OF WATER SUPPLIES 


The council on pharmacy and chemistry and the council on foods and nutrition 
have been requested to state their opinion regarding the safety of fluoridation of 
water supplies, a procedure which has now been adopted by more than 140 
cities. 

The councils are unaware of any evidence that fluoridation of community 
water supplies up to a concentration of one part per million would lead to 
structural changes in the bones or to an increase in the incidence of fractures 
The only difficulty so far revealed is a possible increase in mottling of the tooth 
enamel. The available evidence based on thousands of observations indicates 
that the incidence of mottling of the enamel in children who drink water con- 
taining fluoride up to a concentration of one part in a million is minimal and 
detectable only by careful dental examination. It occurs only in a small per- 
centage of children and is so slight as not to present a problem from the point 
of view of appearance or strength of the teeth. Evidence of toxicity other than 
the effect on enamel has not been reported in communities where the water 
supply has several times this concentration. After considering the evidence 
available at this time, the Councils believe that the use of drinking water con- 
taining up to one part per million of fluoride is safe. However, the use of 
products which are naturally high in fluoride content, such as bonemeal] tablets, 
or of lozenges, dentifrices, or chewing gum, to which fluoride has been added, 
should be avoided where the drinking water has been flnoridated. In places 
where children are subjected to warm te mper: itures and consequently drink large 
amounts of water, a lower concentration of fluoride may be necessary to avoid 
mottling of the teeth 


Mr. Kuernrevp. Dr. Forsyth, there are some organizations, how- 
ever, who are not in complete accord with the position taken by the 
Public Health Service and the American Medical Association, or at 
least not in accord with the unqualified endorsement made by the 
Public Health Service of this program: is that not correct? 

Dr. Forsyru. Yes, sir. ; 


th 
ti 
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Mr. Kuernreip. For example, just to indicate one, 1 have a pho- 
tostatic copy of page 27 of the New York Times of Monday, April 25, 
1951, which says in part as follows: 


The New Jersey State Board of Health was urged today in a report by water 
experts “neither to promote nor discourage communities” from introducing arti- 
ficial fluorination of public water supplies as a preventive of dental caries. 

The report was made by the trustees of the New Jersey section of the American 
Water Works Association, which had appointed a special committee to analyze 
the controversial problem. 

While conceding, with some reservations, that fluorine is a deterrent to dental 
caries, the report said its use as a mass medication had “far-reaching physiologi- 
cal implications and would establish the precedent for the future treatment of 
water supplies as a cure-all for other deficiencies.” 

Alternative media for applying fluorine was recommended for exploration, 
including salt tablets and bread. The processing of water supplies with the chem- 
cal was termed “costly and inefficient with 99.5 percent of the chemical and 
treatment effort wasted.” 

It concluded by saying as follows: 

The trustees recommended that the State undertake studies and experiments 
to explore other methods of applying fluorine and that reports of the results be 
published periodically. It also suggested that studies be directed to determine 

possible deleterious systemic effects.” 

So that apparently, as I indicated before, there are some bodies, 
some associations of the type of this association, which believe that 
not enough work has yet been done so that the program should be put 
in effect all over the country at this time. 

Dr. ForsyrH. Would you care to have me comment / 

Mr. Kierrexp. Yes; I certainly would. 

Dr. Forsyru. Well, in the first place this is not mass medication. 
Controlled fluoridation of communal water supplies is not treating 
anything. Actually it is putting back into the drinking-water supply 
fluorides which are found, as I said in my statement, occurring natur 
ally in drinking water. 

It does not treat anything, but at the concentration of one part of 
fluoride to a million parts of water it does prevent to a certain extent 
new tooth decay. So it does not treat anything, it prevents. 

Mr. Kierreip. Doctor, is anybody in a position to say quite defin- 
itely at this time that the addition of fluorides to drinking water will 
have exactly the same effect as the presence of fluorine naturally in 
drinking water ‘ 

Dr, ForsytwH. With your permission, Mr. Chairman, I would like to 
show you some charts that we have from our Grand Rapids study 
where fluorides in controlled amounts have been added to the water 
for the past 7 years, and show you some of the results that we have 
from that study. 

I would also like to show you two charts that we have on adults who 
have lived all their lives on naturally fluoridated drinking-water sup- 
plies. I think you could probably get a little better understanding of 
t if you saw these. 

Mr. Kiernrevp. Dr. Forsyth, we will come to those studies, but my 
question really was not directed specifically at that. 

Dr. Forsyru. All right. 

Mr. Kierretp. Those controlled experiments, as I understand 
them, are going on at this time, and I would like to ask you some ques- 

. : . . ‘ 
tions about them fairly soon. But my question was—it may be that 
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you cannot answer it at this time—whether research has been under- 
taken to show conclusively that the artificial addition of a fluoride 
compound to drinking water had exactly the same effect as fluorine 
contained naturally in the water. 

Dr. Forsyru. Yes. 

Mr. Anerneruy. I did not hear the question, Mr. Kleinfeld. 

Mr. Kierxreitp. Whether in every respect the addition of a fluoride 
compound to a drinking water without fluorine had exactly the same 
effect as the situation which occurs where fluorine occurs naturally in 
drinking water. 

Dr. Forsyrm. Yes: we have. In setting our base line we used 
Aurora, Ill, which has 1.2 parts per million of fluorine occurring 
naturally in the drinking water. So the studies were done there before 
fluoridation was, introduced in Grand Rapids. : 

Mr. Kiervre_p. Are you familiar with tests which disclose that the 
use of naturally fluorinated water, with all the constituents therein, 
will have the same exact effects, good and bad, as where you artificially 
add a fluoride to drinking water which does not naturally contain 
fluorine / 

Dr. Forsyrn. That is why we studied Grand Rapids, Mich., and 
when we found after the first 6 years the results were the same, then 
we felt it was such a wonderful public health preventive we could not 
withhold it from the public any longer. 

We know this: That if you have excessive amounts of fluorides in 
drinking water, whether it is artificially induced or whether it occurs 
naturally, that you can have some toxic effect. And we know, too, 
that the first symptom of high concentrations of fluorides in drinking 
water supplies—the first sign you find shows up in the teeth as a 
mottling of the teeth. But you don’t get any other effects up to 5 or 8 
parts of fluoride per million parts of water. Then you begin to get 
some deposit in bones. 

Mr. Kueivreitp. Dr. Forsyth, another organization which has ap 
varently endorsed the fluoridation of drinking water is the Nationa] 
fesearch Council. 

Dr. Forsyrn. Yes, sir. 

Mr. Kieinrevp. They endorsed it fairly recently, I believe, on 
November 29, 1951. 

Dr. Forsyrm. Yes, sir. 

Mr. Kiernrevp. Are you familiar with the reputation and scientific 
standing of the members of the National Research Council’s Ad Hoe 
Committee on Fluoridation of Water? 

Dr. Forsyrn. Yes, sir. 

Mr. Kurinretp. What kind of a reputation do they have? 

Dr. Forsyrn. High. 

Mr. Kuernretp. Highly qualified / 

Dr. Forsyrn. Yes, sir. 

Mr. Kietnreip. As you point out in your statement, the National 
Research Council did endorse the practice of the fluoridation of drink 
ing water. You are familiar with that report? 

Dr. Forsyru. Yes, sir. 

Mr. Kueinrevp. I have here, also, the minutes of the first meeting, 
on April 10, 1951, of the Ad Hoc Committee on Fluoridation of Water 
Supplies of the National Research Council. Are you familiar with 
those minutes ¢ 
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Dr. Forsyrm. Yes, sir. 

Mr. Kietrenp. I would like to ask you about some of the state- 
ments which appear in these minutes, which are somewhat puzzling. 
One of the members of the ad hoe committee stated in part in these 
minutes, for example, that— 
it had been reported that fluorides accelerated the growth of cancer in mice, 
and concern had been expressed about the possibility of long-term toxic effects. 
Waterworks engineers do not feel competent to evaluate these questions, nor 
to pass on the conclusiveness of the experiments performed on the reduction of 
dental caries. They, therefore, wished to have the guidance of the National 
Research Council in these matters. 

Has research been done since April 10, 1951, on the question of the 
growth of cancer in mice by the use of fluorides and the possibility 
of long-term toxic effects ? 

Dr. Forsytu. Just prior to that time, I believe, there was a study 
going in Texas, at the University of Texas, and we heard unconfirmed 
reports that mice were developing cancer of the breasts on a low 
fluoride concentration. 

So a cancer specialist and one of our leading dental research 
workers went down to investigate. We found out that the water 
concentration was all right, but that both the experimental and the 
control mice were getting more than 40 parts of fluoride per million 
parts in their food. So the mice were getting a terrific amount of 
fluoride in their food intake, but not in their drinking water supply. 
So it was agreed that their study on cancer in mice was not too 
sound. 

There have been some statistics gathered, also in Texas, where the 
water has naturally occurring fluoride and where the water is fluoride 
free, and I do not think we can use this as a criteria because it really 
is not enough of a difference to be significant—actually in the areas 
studied they found there was a little less cancer in human beings in the 
naturally fluoridated water areas. I say such a slight difference 
isn’t significant. 

Mr. Kvreinrevp. Have you initiated any independent studies on that 
particular problem—controlled experiments for example? 

Dr. Forsyrn. I told you before, we looked into this epidemiologi- 
cally, beginning over 20 years ago. Both physicians and dentists were 
sent to Texas and studied individuals who had been on fluoride con- 
centrations of water both at optimum amounts nad at higher con- 
centrations for years and years. So I think from an epidemiological 
study there hasn't been anything of a public health nature that has 
had as thorough scrutiny as this particular problem. 

Mr. Kieinretp. Have you made such studies in connection with the 
use of artificially fluoridated water? 

Dr. Forsyru. Yes. 

Mr. Kiernretp. Where did you make those studies? 

Dr. Forsyru. On animals first before we went to pilot programs. 

Mr. Kiemrevp. Have those experiments and results been pub- 
lished ¢ 

Dr. Forsyru. I believe they have. Yes. 

Mr. Kuerretp. Could you give us the reference / 

Dr. Forsytu. Yes, sir. 

Mr. Forsyru. You will do that later? 

Dr. Forsyrn. Yes, sir. 
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Mr. Kierxrevp. In the same minutes, it is stated that— 

Dr. Heyroth read excerpts from a report on the fluoridation of water supply 
and the prophylaxis of dental caries which he presented to the Cincinnati 
Loard of Health, January 26, 1951. 

As I understand it, Dr. Heyroth in that report recommended the 
fluoridation of the drinking water of that city; is that not correct ! 

Dr. Forsyrn. I am sorry; I didn’t hear that. 

Mr. Kurinrevp. In the minutes of this meeting of this Ad Hoc Com 
mittee of the National Research Council, it is stated that: 

Dr. Heyroth read excerpts from a report on the fluoridation of water supply 
and the prophylaxis of dental caries which he presented to the Cincinnati Board 
of Health, January 26, 1951. 

As I understand it, Dr. Heyroth recommended in his report that the 
city of Cincinnati fluoridate its drinking water. 

Dr. Forsyrn. Yes, sir. 

Mr. Kuernrecp. But in these minutes the following statement is 
made: 

He said that it was important to obtain more data relative to morbidity anc 
mortality in the epidemiological aspects of cancer. 

That was said on April 10, 1951. Have further studies been mace 
in view of Dr. Heyroth’s statement in respect to the epidemiological 
aspects of cancer ‘ 

Dr. Forsyru. I believe there is a study gomg in ‘Texas. 

Mr. Kuierrevp. Who is conducting that? 

Dr. Forsyrn. I don’t know, but I do feel this: That I would cha! 
lenge anybody to show any evidence that controlled amounts of 
fluoride, that the amount of one part of fluoride per million parts of 
water would cause any harmful effects on any human being. 

Mr. Kurinreip. Yet, Doctor; the surprising thing about that is that 
these gentlemen who, you stated, are real experts in this field, and wh. 
apparently, or some of them at least, have recommended the fluorida 
tion of water, do make these statements as to further subjects, fairl, 
important subjects, which they say should be investigated. 

Dr. Forsyra. Most of these studies, if you notice, have been made o1 
higher concentrations of fluorides running 5 to 8 parts or more. 

Mr. Kueinrexp. I do not make myself ¢ ‘lear. I mean these peop 
like Dr. Heyroth—he said it was important to obtain more data rela 
tive to morbidity and mortality in the epidemiological aspects of can 
cer. He said that on April 10,1951. Now he said that notwithstand 
ing “ft experimental work which you have indicated. 

Dr. Forsyrn. As I told you before, the studies in Texas on peopl 
who have lived there all of their lives on naturally fluoridated drink 
ing water have not shown any increase in cancer. 

Mr. Kieinrevp. Of course, there again, we are talking about wate! 
with fluorine naturally present, and we are talking not about clinica! 
a studies, we are talking about so-calle «depide miological studies 

Dr. Forsyru. We are talking about the same concentrations of 
fluoride, whether it occurs naturally or whether it is returned to the 
drinking water supply. 

Mr. Kiernrevp. Then why are these people concerned, Doctor? 

Dr. Knutson. May I answer that question ? 

The CHarmman. Iam sorry. We have a witness on the stand. Ar 
you with the doctor ? 
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Dr. Forsyru. ,Yes. He is Dr. Knutson, who is directly in charge of 
the water fluoridation program of the Public Health Service. It is 
in his division. 

The Cuarrman. If counsel is agreeable we will put him on. 

Mr. Kuxinrevp. Surely. 

The Cuatrman. I think you had better be sworn first, Doctor. 

Your name and address? 

Dr. Knutson. John W. Knutson, United States Public Health Serv- 
ice, Washington 25, D. C. 

(The oath was administered by the chairman. ) 


TESTIMONY OF JOHN W. KNUTSON, D. D. S., DIVISION OF DENTAL 
PUBLIC HEALTH, PUBLIC HEALTH SERVICE, FEDERAL SECURITY 


AGENCY 


Dr. Knutson. The epidemiological evidence which the doctor re- 
quested be obtained has been obtained. Comparative studies have 
been made on the cancer incidence and the cancer mortality rates of 
San Francisco and Denver. Denver has a natural fluoride concen- 
tration in their water supply, that has been in their water supply for 
50 to 60 years, of one part per million. The water supply of San 
Francisco is fluoride-free. The cancer mortality rates, as Dr. For- 
syth indicated in these previous studies, were slightly higher in San 
Francisco than they were in Denver, Denver having one part per 
million of fluoride in the water supply. 

Comparative studies have been made of cities in Wisconsin, those 
having fluoride concentrations of one part per million and more as 
compared with cities which have thudwihe-trés waters, and here too, in 
every case the rates were slightly higher in communities where the 
water supply was fluoride-free. 

So that this gentleman’s question has been answered between the 
time the question arose and the time the National Research Council 
endorsed fluoridation. 

Mr. Kiernrevp. Doctor, has the Public Health Service conducted 
ictual controlled studies on the problems to which we referred, with 
irtificially fluoridated water? 

Dr. Knurson. You mean cancer control ¢ 

Mr. Kuirinrecp. Cancer control, for example. With artificially 
fluoridated water. 

Dr. Knutson. In the human population ? 

Mr. Kieinrecp. Any experiment, any controlled experiment, on 
human beings, or on animals. 

Dr. Kxnurson. No, sir. 

Mr. McDonoveu. Just a minute, Mr. Counsel. You mean that the 
fluorine in the water in Denver was a natural fluorine, and that the 
studies made in Denver and San Francisco were on fluorine that was 
found naturally in the water? 

Dr. Knurson. Yes, sir. 

Mr. McDonoven. And that you know of no experiments or any 
studies being made where fluorine has been mechanically added to the 
water supply ¢ 

Dr. Knutson. I think it should be clear that the controlled addition 
of fluoride to water supplies that has been in operation for a period 
f only 7 years, not long enough to present any—certainly there has 
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been no evidence observable that it has had any deleterious effects o1 
harmful effects on the population in those communities. I do no 
think it would be fair to say that controlled fluoridation has gone o1 
long enough to study carefully the effects on cancer incidence. Ther: 
have cert: tinly been no observable effects thus far. 

Mr. McDonoven. You have observed that the addition of fluorid: 
mechanically into the water supply has been beneficial ? 

Dr. Knurson. Yes, sir. 

Mr. McDonoven. According to Dr. Forsyth’s testimony, to the teet) 
of the people there ? 

Dr. Knutson. That is correct. 

Mr. Kureinrevp. You say that these controlled experiments, thes 
pairs of cities, one of which is fluoridating and one of which is not 
fluoridating the water supplies, have been going on for about 7 years’ 

Dr. Kxurson. That is correct. 

Mr. Kurrvretp. Do you believe that is a long enough period of tim 
in which to judge the possible toxic effects on people ¢ 

Dr. Knurson. From a chemical standpoint, there is no basis for as 
suming that a fluoride concentration of one part per million added acts 
any different physiologically than when it occurs naturally in the 
water supply. The source isthe same. Ite omes from rock phosphate. 

Mr. Kurinretp. Why, then, are we carrying on these controlled ex- 
periments, such as at Newburgh and Kingston, if you are satisfied 
that the results from the use of artificially fluoridated water are exactly 
the same as where fluorine is present naturally in the water? 

Dr. Kxnurson. To have absolute proof, otherwise the question cz: 
always be raised—have you actually done it? 

Mr. Kirinreip. So we don't have actual positive proof with respec 
to artificially fluoridated water? 

Dr. KNurson. Yes: we have. These studies have run long enoug! 
so that comparison can be made of the findings in the 6- and 7-year 
olds, and younger children, with the findings in children of the same 
age on fluoride-free water. 

Mr. Kueinreip. Are you talking about helping to prevent denta/! 
decay or toxic effects / 

Dr. Knurson. Both. 

Mr. Kieinretp. On all segments of the population / 

Dr. Knurson. The studies have been largely concerned with pedi 


atric studies. 
Mr. Kie1nrevp. Not with possible difficulties i in the middle-aged ani 


older groups? 

Dr. Knutson. These fluoridation studies have been concerned wti! 
the children and not the adults: that is correct. 

Mr. Kurrxrexp. Is it not true. Doctor, that often—at least it has so 
been testified before this committee—it takes 10, 20, or 30 years for 
cancer to develop ? 

Dr. Knurson. Yes. 

Mr. Kieinrecp. From exposure at previous times? 

Dr. Knvurson. I believe that is so. 

Mr. Kuiernreip. Doctor, again in discussing these minutes, it is 
stated that one of the members of the ad hoc committee said— 


he could see no danger from direct effects of fluoridation, but he thought it 
important to watch for subtle changes. 
to study these effects in cities with fluoridation of water supply. 






He asked if an attempt had been made 
Dr. Heyroth, 
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another member of the ad hoc committee, said that such studies had not as yet 
been made. 

Since April 1951, have studies been made with respect to the possible 
subtle changes caused by the effects of the artificial fluoridation of 
drinking water / 

Dr. Knutson. Not since that time. They have been going on during 
the entire period that controlled fluoridation has been in operation. 

Mr. Kueinrevp. But these gentlemen apparently felt that further 
studies should be made. Is that not correct ¢ 

Dr. Knutson. Apparently so. 

Mr. Kuetnrevp. In the minutes of the ad hoe committee, another 
participant stated that a large amount of study has been given to 
this subject, but that— 

There are certain areas in which difficulties not yet seen should be explored: 
(a)° In the aged; (0%) in individuals with renal involvement. 

That means kidney disorders, sir? 

Dr. Knurson. Yes. 

Mr. KiernFevp (reading) : 


(c) Experimentation in regions where individuals eat a great deal of fish. 


Has a large amount of study been given to the effects of the artificial 
fluoridation of drinking water on people in their 50°s, 60°s, and 70's? 

Dr. Knutson. Studies have been conducted which have been con- 
cerned with the effects of fluorided drinking water, naturally fluorided 
drinking water, on adults; yes. 

Mr. Kueirevp. Not with artificially fluoridated water ¢ 


Dr. Knutson. No. 

Mr. Kurinretp. And have the studies which have been conducted 
as to the effect on the older groups of the population of naturally 
fluoridated drinking water been published ¢ 

Dr. Knutson. They have, yes. 

Mr. Kueinrevp. Could you give us a reference to that later? 

Dr. Knutson. Yes; we will supply that. 

Mr. Kietnrevp. And have those studies with naturally fluoridated 
drinking water been concerned with the possible effects of the ingestion 
of fluorine on people with some kidney ailment ? 

Dr. Knutson. Not as an individual group. Population studies have 
been made, just as cormparative studies were made on cancer incidence 
and prevalence of other diseases—nephritis, which is a kidney dis- 
ease—and again the prevalence of nephritis in communities with fluo- 
ride-free water as compared with communities where the water 
contained one or more parts per million, was higher—higher in the 
fluoride-free communities. Slightly; not what we would consider a 
significant difference. There is certainly no indication whatever that 
people who lived on fluoridated water had any greater risk of dying 
from nephritis than those who lived in communities where water was 
fluoride-free. 

Mr. Kuiernrevp. These studies were not clinical personal studies, 
were they, on particular persons over considerable periods of time? 

Dr. Knutson. No; they were not; they were studies of the vital 
statistics for these different communities. 
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Mr. Kuetnrevp. The report of the National Research Council said 
in part: 

A radiologic survey at Bartlett, Tex., where the water contains 8 parts pe: 
million, revealed an increased bone density not associated with functional im 
pairment in 11 percent of those examined, but roentgenologic examinations of a 
limited number of persons living in areas where the water contained 1.2 to 3 
parts per million, revealed no evidence of fluorosis, 

Is that the type of project or study to which you have referred ! 

Dr. Knutson. That is the type; yes. 

Mr. Kuernrevp. In other words, only in a limited number of per- 
sons; is that correct ¢ 

Dr. Knurson. The total data is not limited. Each individual con 
sideration may have been limited, but there have been several studies 
of that nature. 

Mr. Kuernreip. Epidemiological studies? 

Dr. Knutson. That is correct. 

Mr. Kiernrevp. But no particular study; no clinical personal stad) 
of a considerable number of persons / 

Dr. Knurson. Epidemiological studies are in most cases made up 
of studies of individuals and the report of findings in the aggregate 
for the group. 

Mr. Kuixinrevp. In epidemiological studies you watch the group as 
a whole. Is that not so? 

Dr. Knurson. That is right. 

Mr. Kuiernrevp. For example, assume you have a group and are 
feeding the group fluoridated water. You are going to try to find 
out how much less dental decay is present in this group as a whole. 
Is that not correct? 

Dr. Knutson. Yes, but it should be clear that a group finding is a 
report of the findings of studies of individuals and grouping them 
together. 

Mr. Kiernrecp. Well, let me put it another way. These group 
studies do not show, do they, when any one particular person or two 
particular persons may have good of bad effects? It reaches a con 
clusion based on -what ‘happens to the population as a whole. 

Dr. Knutson. That is true. 

Mr. Kuernrevp. In other words, in an epidemiological inquiry all 
observations are related to the group. In a clinical study the obser- 
vations remain related to the particular individuals under study. Is 
that not a sound statement ? 

Dr. Knurson. I would disagree with that statement. I do not 
think it is. A detailed clinical examination of each individual i 
a population group may be made and the analysis reported on the 
basis of the results for the group. 

Mr. Kternretp. But in making these epidemiological studies you 
are not particularly interested in John Doe or John Smith, you are not 
watching him very closely. Of course he is part of the population 
group, but you are interested in what happens to that population 
group. Is that not correct? For example, you would want to know 
whether there is a greater or lesser incidence of cancer or dental decay 
in that group, but you would not be watching closely each particular 
person in that group. Is that not so? 

Dr. Forsyru. Might I give you an example? 
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Mr. Kuernrevp. Yes. 

Dr. Forsyrn. Of what we did in Grand Rapids. Before we started 
fluoridating we examined individually every school child in Grand 
Rapids, roughly about 30,000 of them. Now we did not have the 
money or the men to go back and examine 30,000 each year, but we 
took what investigators feel is a reasonable percentage each year 
when we went back. And that ran to about eight to ten thousand of 
them. We picked them out in the various age groups so we were get- 
ting a repeat on individuals, and you are also getting some new 
individuals, So that we had an individual study on every child be- 
fore the Grand Rapids project started. 

Mr. Kuzerretp. What I read before and will read again, is this, 
and apparently you disagree. I said: 

In an epidemiological inquiry all observations are related to the group. Ina 
clinical study the observations remain related to the particular individuals under 
study. 

That comes from a paper entitled “Some General Epidemiological 
Considerations” by H. Trendley Dean, of the National Institute of 
Health, United States Public Health Service. 

Dr. Knurson. That is a sound general statement; there is no ques- 
tion about that. 

Mr. Kierrevp. Do you disagree with it or agree with it. sir? 

Dr. Knutson. The point I want to make clear is that if we get one 
objectionable case of mottled enamel in a community, even if it in- 
volved the examination of a thousand children, that would be too 
much fluoride. Now the findings reported on a group basis would 
show that one out of a thousand got mottled enamel, only one indi- 
vidual, yet that result would be objectionable from a public health 
standpoint. I merely wanted to make that point clear. 

Mr. Kiermretp. Well, the point I wanted to make clear is that you 
were not examining particular individuals to determine whether each 
was hurt or harmed or watching what happened to him. You were 
watching the results as a whole—you were conducting these epidemio- 
logical studies, and, as Dr. Dean said, they are related to the group as 
a whole. 

Dr. Knurson. That is true. 

Mr. Kuersretp. Have you conducted experimental work with re- 
spect to the effects of the artificial fluoridation of the water in regions 
where individuals eat, for example, a great deal of fish, as suggested ? 

Dr. Forsyru. I would say Grand Rapids is an area where certainly 
they are close to a good fish supply. I am not sure how many fish 
each individual in Grand Rapids eats. I doubt if anybody could tell 
you that. 

Mr. Kiemretp. That was in an area where there is artificial fluo- 
ridation of the water? 

Dr. Forsyru. Yes. 

Mr. Kiernrevp. One of the men participating in the ad hoc com- 
mittee meeting did suggest that such a study be made, so apparently 
he thought it of some importanée at that time. 

The CHatrMan,. Let me interrupt there. Doctor, will you explain 
to us what you mean by mottled condition of the teeth? 

Dr. Forsyru. With higher fluoride concentrations, you get a dis- 
coloring of the teeth. The higher it is—the more brown stain effect, 

96568—52—pt. 3——-29 
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and finally you can get to the point where the enamel is so affected 
it will be misssing in areas. This occurs at 14 or 15 parts of fluorine 
per million parts of water. 

The Cuatrman. What is that doing—eating away the enamel? 

Dr. Forsyru. It is a discoloration of the enamel. 

The Cratirman. Is it similar to a tobacco stain on your teeth / 

Dr. ForsytH. We do not have any photographs with us, I am sorry, 
to show you what a bad case of mottled enamel looks like. We have 
some. 

Mr. Averneruy. Does it have depth to it or does it simply appear 
on the surface of the enamel and is removable ? 

Dr. Forsyrn. It is in the surface coating of the teeth. The crown 
of the tooth, the part you see, has a thin coating of enamel. That is 
the hard part of the tooth. 

Mr. Anernetiy. Does the mottling go through the enamel ? 

Dr. Forsyru. Yes, into the enamel. 

Mr. Avernetuy. It has depth, something which does not just appear 
on the surface ¢ 

Dr. Forsyru. That is right. 

Mr. Anerneruy. And is not something that is removable, let us say, 
with a high cleansing material of some kind / 

Dr. Forsyru. That is correct. 

The Cuatrman. Ordinary scaling would not take it off / 

Dr. Forsyrn. No, sir. 

Mr. McDonoven. When it is discovered, can you treat the individ- 
ual to remove it? Can you treat him clinically to remove it ¢ 

Dr. Forsyrn. I do not feel qualified to answer that. 

(There was discussion off the record. ) 

Mr. Anerneruy. In your judgment it is a permanent discoloration 
of the teeth / 

Dr. Forsytnu. That is right. 

Mr. McDonoven. Except for the discoloration, what other effects 
does it have on the individual? Is it a cosmetic question or is it a 
question of good appearance primarily ? 

Dr. Forsyru. Primarily an esthetic appearance. 

Mr. McDonoveu. In other words, the mottling does not injure the 
individual at all? 

Dr. Forsyru. No, not the mottling of itself. 

Mr. McDonoven. And when you find mottling on the teeth, do you 
find that the individual is affected in any other part of his system as a 
result of absorbing the fluorine from the water ¢ 

Dr. Forsyrn. If he had high enough concentrations of fluoride he 
could get some deposit in the bones. You might even get fragility of 
bone if it was a very high concentration. 

Mr. Anerneruy. Does mottling actually injure the tooth? Does 
it tend to shorten the life of the tooth ¢ 

Dr. Forsyru. Other than from an esthetic appearance; no. If you 
get a high enough concentration you could get an interference with 
laying down of enamel so you wouldn’t get enamel on the tooth. 

‘Mr. Anernetuy. What it amounts to then is simply a discoloration 
of the teeth? 

Dr. Forsyru. Primarily. 

Mr. Anerneruy. I see. We were confused and decided to inquire. 
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Mr. Kuernrevp. Doctor, I am a little confused myself, because be- 
sides this esthetic factor you mentioned, I have read in reports that 
if there is a mottling of teeth, more than a very minor mottling, it 
is going to make the problem of filling cavities, if any, which occur 
in those teeth, very, very difficult. Is that not true? 

Dr. Forsyrn. Why? 

Mr. Kuernrevp. I am asking you, is it true? I do not know. I 
not qualified. 

Dr. Forsyru. I don’t know why it would. 

Mr. Kieinretp. What is your answer to that ‘ 

Dr. Forsyru. I don’t know why it would. 

Mr. Kueinrevp. Do you know of any reports to that effect in the 


am 


literature ¢ 

Dr. Forsyru. I don’t recall any. Do you? 

Dr. Knutson. Except in very high concentrations is the enamel 
affected. 

Mr. Kiernrecp. Suppose you had high concentrations, what would 
happen to a tooth which became highly mottled, with respect to filling 
cavities that might occur? Would ‘that be a problem ¢ 

Dr. Knutson. It might be: yes. 

Mr. McDonovucu. Would the tooth become more brittle? 

Dr. Knutson. That is correct; yes. The enamel is more fragile and 
chips more readily. 

Mr. Kuernretp. Doctor, we mentioned briefly, a little while ago, 
the Cincinnati report on the fluoridation of the water supply in the 


prophylaxis of dental caries. That was prepared and submitted 


Dr. Heyroth, was it not ¢ 
Dr. Forsyru. Yes. 
Mr. Kuernrectp. Who came to the conclusion that the fluoridation 

of the water of that city should be carried into effect ¢ 
Dr. Forsyru. Yes, sir. 

Mr. Kuernrevp. Yet, in his report, there are several statements on 
which I should like to get your views. This again was in 1951. Dr. 

Heyroth said this: 


About 1946, workers of the 
opinion that fluoridation should not be 
comparable in reliability to those secured in regard to the ineidenc 
ind mottled enamel had been obtained on the health of old people who had lived 
for long periods in areas of known high and low fluoride concentrations in the 
drinking water. Unfortunately, such data have not been provided, except to a 
very limited extent 

Is it not important that such data should be provided to a greater 


United States Public Health Service expressed the 


undertaken until epidemiologic data 
e of caries 


extent, Doctor? 
Dr. Knutson. Yes. As I indicated previously, those data to our 


satisfaction have been provided from the studies of mortality rates 
and morbidity rates for communities that have naturally fluorided 
water as compared with communities that have fluoride-free drinking 
water. 

Mr. Kteinrecp. Apparently Dr. Heyroth wasn’t quite as satisfied as 
the Public Health Service in that respect, because he says: “Unfor 
tunately such data have not been provided, except to a very limited 
extent.” 

So apparently there is some difference of opinion on it. 
true, Doctor? 


Is that nor 
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Dr. Knutson, Apparently there is. 

Dr. Forsyru. I think, Mr. Chairman, you would find all public 
health procedures that have been brought out in the past have had 
this same sort of thing come up. _ I think if we go back in history you 
will find when people advocated the chlorination of water supplies, 
certain people wanted to hold off and do more studies on it and so 
forth. You will find that all public health procedures which have 
been good for people have had opposition. 

I happen to have lived in a community in Oklahoma that actually 
passed_a city ordinance against the pasteurization of milk. 

Mr. Kternrevp. Dr. Heyroth is not opposed to it, he is in favor of it. 

Dr, Forsyru. Yes. 

Mr. Kietnrevp. And the people whom I mentioned in the National 
Research Council were in favor of it, as you are, and yet they raise 
these questions. It seems to me that is a very puzzling thing. 

Dr. Forsytu. I believe this: We should continue going back each 
year and study Grand Rapids’ population as we have been doing. We 
can even go back to Muskegon, although we have lost our control city 
there. They felt they wanted the water fluoridated, and so it is being 
fluoridated, and so we have lost it asa control. But we certainly want 
to go back each year and do re-examinations. 

Mr. Kuernrevp. In the very first page of your statement, Doctor, 
you refer to a statement before the Senate Subcommittee on Appro- 
priations on April 24, 1951, by Dr. Scheele, and you quote him as 
saying: 

During the past year our studies progressed to the point where we could an- 
nounce an unqualified endorsement of the fluoridation of public water supplies 
as a mass procedure for reducing tooth decay by two-thirds. 

Dr. Forsyrn. That is correct. 

Mr. Kuiernrevp. Does an unqualified endorsement mean that you 
have no question whatsoever of the effect of the fluoridation of water 
on any segment of the population ? 

Dr. Forsyrn. That is correct. 

Mr. Kiernrecp. And when did the Public Health Service first rec- 
ommend the fluoridation of public drinking water? 

Dr. Forsyru. A little over a year and a half ago, I believe. Actu- 
ally June of 1950. 

Mr. Kuernrevp. June of 1950? 

Dr. Forsyrn. Yes. 

Mr. Kiernrevp. Dr. Heyroth’s report also stated: 

MeClure found that the number of fractures reported by 1,450 high-school 
boys and by 1,700 draftees bore no relation to the fluoride content of the water 
of the sreas in which they had lived. Furthermore, careful pediatric observa- 
tions, including X-ray studies, on the children in the Newburgh experiment 
have failed thus far to demonstrate any deviation from normal skeletal matura- 
tion and no increases in radiological density. However, data obtained on chil- 
dren or young adults have little bearing upon the problem of chronic fluorosis 
in the aged. 

Do you agree with that, sir? 

Dr. Forsyrn. Yes. 

Mr. Kietnretp. What does chronic fluorosis in the aged mean? 

Dr. Forevrn. Actually fluorosis is a term applied to the mottled 
enamel. Chronic endemic fluorosis is the correct name for the mottled 


enamel. 
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Mr. Kurtnrevp. Does it refer also to the possible effects on people 
who are getting older and whose bones may be becoming more br ‘ttle? 

Dr. Forsyru. Yes. 

Mr. Kuernrevp. Are you satisfied that experiments which have been 
conducted in, for example, these controlled cities have demonstrated 
beyond any reasonable doubt that older people whose bones may be 
becoming more brittle are not affected at all by the addition of fluoride 
to drinking water? 

Dr. Forsyru. Our experiment has only run in Grand Rapids 
years, as we told you previously, but studies have been made in Colo- 
rado Springs on people who have lived on naturally fluoridated water 
all of their lives. 

Mr. Kierrevtp. But with respect to artificially fluoridated water, 
you say the experiments are not over yet; is that not correct ? 

Dr. Forsyru. That is correct. 

Mr. Kurrnrevp. Yet you issue an unqualified endorsement ? 

Dr. Forsyru. Yes, sir. 

Mr. Kiernrevp. Again, in the Heyroth report, the following state- 
ment appears: 

The question of the effect of water containing one part per million upon 
patients with severe impairment of kidney function requires special considera- 
tion in view of the fact that radiologic evidence of chronic fluorosis has been 
found in two persons with severe kidney disease who died at the early ages of 
22 and 23 years, respectively. It is very likely that the life expectancy of persons 
with a degree of functional impairment of the kidney great enough to increase 
significantly the rate of storage of fluoride would be too short for skeletal dam- 
age involving functional impairment to become manifest. However, this ques- 
tion has not been adequately studied. 


There, too, do you disagree with Dr. Heyroth’s statement that the 
question of impairment of kidney function has not been adequately 
studied ¢ 

Dr. Forsytu. I would say it had in naturally fluoridated water 
areas, definitely. 

Mr. Kierrevtp. He continues: 


It is highly desirable that in a region where the water contains one part per 
million determinations of the ability of the kidney to excrete fluorides be made 
on large numbers of hospitalized patients with chronic kidney disease of various 
types and degrees of severity, and that the results be compared with those ob- 
tained upon healthy persons. 

Has such actual clinical work been done? 

Dr. Forsyru. I don’t know of any. Do you? 

Dr. Knutson. The studies relating to ‘kidney diseases have been 
done. However, it must be understood that if you have a kidney 
disease, which results in retention, that the retention itself bri ings about 
the deleterious effects on the kidney, and that there is no evidence 
that fluoride accentuates that. 

We are talking about a very severe condition which varies, which 

can become very severe and cause death. And to say that the fluoride 

in the water supply, at one part per million—let’s put it this way: 
There is no evidence whatsoever that one part per million of fluoride 
in water supplies brings about an exaggeration of the condition. 

Mr. Kiernrerp. Is there evidence that it does not ? 

Dr. Knutson. Direct evidence that it doesn’t? No, I wouldn’t say 
that there is. : 
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Mr. Kierrexp. Again I might mention that this statement is made 
by Dr. Heyroth, who approved the fluoridation of the Cincinnati 
water supply, and who apparently is an authority on this subject, is 


he not ¢ 

Dr. Knurson. Yes, he is an authority. But again there is no reason 
for believing under these circumstances that one part per million of 
fluoride would bring about an exaggeration of these condtions. There 
is no reasonable ground for believing that. 

Mr. Kierrevp. Can we definitely say that unless we examine hos- 
pitalized patients, who are suffering from serious kidney disorders, 
from a clinical viewpoint ? 

Dr. Knurson. I would say “Yes,” that there would be no reasonable 
basis for assuming that one part per million of fluoride would exag 
gerate the condition, 

Mr. McDonoven. May I interrupt for a moment? Is there much 
difference between the addition of fluorine to water to prevent tooth 
decay, and milk or anything that contains a large amount of calcium 
to prevent tooth decay? Isn’t the dentine on teeth largely a calcium 
compound ¢ 

Dr. Forsyrn. Well, calcium is one of the ingredients of dentine, 


res, 
- Mr. McDonoveu. It is predominantly calcium, isn’t it? 

Dr. Forsyru, Calcium compound, yes. 

Mr. McDonoven. 90 percent of it. And isn’t there quite a simi- 
larity between fluorine and calcium as far as their protective effect 
to the dentine ? 

Dr. Forsyru. Well, the calcium helps build up the body of the 
tooth; it does not protect against tooth decay. That is just one of the 
ingredients of the tooth. 

Mr. McDonoven. Don’t the milk people say because there is a lot 
of calcium in milk, that that is one way to assimilate calcium in the 
system to prevent decay? 

Dr. Forsyru. That is to help make healthy bones and healthy teeth. 

Mr. McDonoven. Right. 

Dr. Forsyrnu. But the calcium itself does not protect the tooth 
against tooth decay. 

Mr. McDonovucu. Would the addition of fluorine to water create a 
calcium fluorine in dentine? Is there a chemical combination in the 
dentine? 

Dr. Knvrson. That combination probably is calcium fluoride or 
fluorapatite. 

Mr. McDonoven. What is that apatite / 

Dr. Knurson. That is correct, yes. 

Mr. McDonoven. I don’t understand that term applied to that. 

Dr. Knurson. The enamel of the tooth is hydroxy apatite, and 
when fluoride is added parts of it become fluorapatite. 

Mr. McDonovuen. Let me ask this: Has it been determined chemi- 
cally in the analysis of dentine of the tooth that it becomes a calcium 
fluoride when there is an extensive amount of fluorine in drinking 
water—a mottled tooth, for instance ? 

Dr. Knutson. Precisely what form the fluoride exists in the enamel! 
and in the dentine has not been determined. It has been demonstrated 
that the fluoride content is increased in the total substance of the 
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enamel and in the dentine, that there is more fluoride in these sub- 
stances in persons who drink fluorided drinking water. 

Mr. McDonoveu. Is it known that there is any fluoride accumula- 
tion in teeth where there is no fluoride in the water? 

Dr. Knutson. Yes. All tooth enamel and all tooth dentine contains 
some fluorine. Many foods, you see, contain fluorine. Fish is high in 
fluoride, tea is high in fluoride, spinach has a considerable amount of 
fluoride. So that fluorine isa normal constituent of the average Amer- 
ican diet, 

Mr. McDonoven. And does fluorine have a similar effect. on build- 
ing up the bone structure of the human being as the addition of cal- 
clum ¢ 

Dr. Knurson. It is not necessary for the build-up of bone structure. 
There is fluorine in bone, absorbed from foods and from drinking 
water, if the drinking water contains fluoride. 

Mr. McDonoveu. What I am getting at is this—isn’t there a simi- 
larity between fluorine and calcium insofar as building up the dentine 
of the teeth or the bone structure of the human being / 

Dr. Forsyrm. They are essential parts. There would be varying 
amounts, but they are essential elements in all the structures of our 
body. And fluorine is one of the essential elements of tooth structure 
as Well as of bone. So is calcium. 

Mr. McDonoveu. So in making pathological studies of individuals 
who may be affected by the fluoridation of water, you would have to 
check his diet to find out what else he is eating and if he obtains larger 
amounts of fluorine than he did through the water. In other words, 
if you wanted to study what effect the addition of fluorine to a human 
may have on his kidneys, or on any other vital part of his body or as 
to cancer, you would have to find out what food he is eating that has 
flourine in it in addition to the fluorine he obtains from the water. Is 
that not true? 

Dr. Forsyru. Yes, sir. 

Mr. McDonovucn. All right. 

Mr. Kiernrevp. Doctor, the kidneys are very important, are they 
not, in excreting fluorine which may be ingested into the body / 

Dr. Forsyru. Yes, sir. 

Mr. Kurinrecp. I think that was pointed out as far back as 1946 
by F. J. McClure of the National Institute of Health. He said, for 
example, in an article entitled ““Non-Dental Physiological Effects of 
Trace Quantities of Fluorine,” and I quote: 

The hazard of cumulative toxie bone fluorosis surrounding most domestic 
fluoride waters now seems greatly reduced by the observation that a remarkably 
efficient excretion of tluorine is normal kidney function 

Is that correct ? 

Dr. Forsyru. Yes. 

Mr. Kuiernrevp. If we have certain portions of the population who 
do not have a normal kidney function, who are suffering from some 
kidney disorder, it is quite likely, is it not, there would not be an 
efficient excretion of fluorine as far as those people are concerned ? 

Dr. Forsyru. Not only of fluorine, but it would be of any other 
substance. 

Mr. Kuernrevp. That is right. And how about fluorine ? 

Dr. Forsyru. I say of anything that the kidney might happen to 
be trying to excrete, whether it was fluorine or anything else. 
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Mr. Kiernrevp. But we are engaged in a policy of adding fluorine 
to drinking water which these people must consume, must they not ? 

Dr. Forsyru. Yes, sir. 

Mr. Kierrewp, A last statement from Dr. Heyroth, who wrote this 
authoritative report for the city of Cincinnati, was: 

In any event, the risk that such patients might be harmed by the fluoridation 
of water appears to be small in comparison with the dental benefits to be 
obtained. It should be possible for physicians who have the care of patients 
with severe chronic kidney disease to recommend the use of imported fluoride 
free water should this be necessary. 

Are you in accord with that point of view ? 

Dr. Forsyru. Well, we told you of the studies on the population 
groups in naturally fluoridated water areas, Wisconsin and San Fran- 
cisco, Which did not have fluoride in the drinking water, that there 
was no difference in kidney disease, as well as cancer, in the two cities, 
except actually in the nonfluoridated water supply there was a little 
more cancer than there was in the fluoridated water supply. 

Mr. Kueryretp. Then apparently you disagree with Dr. Heyroth 
who believes, notwithstanding his endorsement of the program, that 
if you have a person—and there are some in the population of the 
country, I assume—who is suffering from severe chronic kidney dis- 
ease, that person should be given fluoride-free water. 

Dr. Forsyru. Well, I think that is up to the physician handling the 
case. 

Mr. Kiernreitp. What do you think? 

Dr. Forsyru. Not being a physician, I don’t feel that I am qualified 
to say. 

Dr. Knutson. Certainly there is no evidence that one part per 
million, as indicated earlier, would exaggerate this kidney condition. 

Mr. Kuernrevp. Well, that, of course, is exactly what Dr. Heyroth 
is discussing. And to look at it conversely, Dr. Heyroth is saying, 
as I understand it, that we do not have evidence that it would not hurt 
these people. Now isn’t that important from the physician’s view 
point ? 

Dr. Knutson. Yes, sir. 

Mr. Kiernrevp. Doctor, have there been any studies to determine 
the approximate amount of water that is normally drunk by the dif 
ferent age groups of our population ? 

Dr. Forsyru. Yes. I would say on the average of about 1 liter 
per day. 

Mr. Kuernrexp. That is about a quart? 

Dr. Forsyrn. Yes. 

Mr. Kuernrevp. Isn’t that, however, a very variable factor, partic 
ularly among children, depending upon the amount of exercise they 
may do on a particular day or on the time of the year? 

Dr. Forsyrn. It is variable also according to the climate. 

Mr. Kuernretp. If a child were to drink 2 liters of water a day, how 
much in the way of fluoride would he get into his system? 

Dr. Forsyru. He would get about 2 milligrams. But I think if you 
will recall in my opening statement to you I said that even at one part 
of fluorine per million parts of water, to get a lethal dose from it you 
would have to drink 400 gallons at one sitting. So that 2 liters or even 
a gallon would be of no consequence in daily consumption. 

Mr. Kuernretp. Well, are you saying that he might then be taking 
2 milligrams into his system every day? 
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Dr. Forsyru. Yes. 

Mr. Kiernrevp. And are you satisfied that that amount would not 
cause any mottling of the teeth, for example, over a considerable period 
of time ? 

Dr. Forsyrn. Yes. 

Mr. Kuiernrevp. Has the factor of individual susceptibility been 
considered in that connection, Doctor ? 

Dr. Forsyrn. Yes. 

Mr. Kiervrecp. Well, you mean that there are no individuals who, 
because of a particular susceptibility, may be more prone to get mot- 
tling of the teeth or some other hurtful effect ? 

Dr. Forsyrn. Not at that concentration. 

Dr. Knutson. For the record, I think it should be perfectly clear 
in this questioning that it was first established that there is no differ- 
ence between adding the fluoride to the water supply under controlled 
conditions and having it occur naturally in the water supply. So that 
the questions relating to—have these findings been observed in the 
controlled studies as versus natural studies—is ruled out on the basis 
of that conclusion. And the findings should be similar. 

Now in communities where they naturally have one to one and one- 
half parts per million, extensive studies have demonstrated that objec- 
tionable mottling does not occur, and in those communities we have 
wide variation, too, in the amount of water that individuals will drink. 
But in that wide variation there is no objectionable mottling of the 
teeth. 

Now then, there is no reasonable basis for saying that variation in 
water consumption would be different in a community on a fluoride- 
free water than in one which has a naturally fluorided water. 

Mr. Kietnrevp. Doctor, you seem to be talking from the basis of 
what has been gathered and learned from populations which have 
been drinking naturally fluoridated water, water in which fluorine 
occurs naturally. Yet you are not belittling the importance of the 
studies which are being carried on in these controlled cities, are you ? 
They were undertaken for that reason. 

Dr. KNt TSON. No, indeed. 

Mr. Kiervretp. You want to know what happens, do you not, when 
large populations are or are not given water which contains a fluoride? 
[sn’t that correct ? 

Dr. Knutson. That is true. But again the judgment is on the basis 
of the laboratory studies which Dr. Forsyth referred to, and on the 
basis of operation of these controlled studies, and on the results from 
those studies, and leads to the conclusion that the effect of the fluoride 
n controlled fluoridation is the same as in communities where it occurs 
naturally. There is no reason whatever to believe that they operate 
differently in any way whatsoever. 

Mr. Kieryretp. You are positive of that ? 

Dr. Knutson. Yes, indeed. 

Mr. Kuecyrevp. I have a reprint here from the American Journal 
of Public Health, Volume 40, No. 6, 1950, entitled “The Newburgh- 
Kingston Caries Fluorine Study.” This is one of these experi- 
ments conducted in two cities. As I understand it, the water supply 
of Newburgh has been fluoridated with 1 part per million of fluoride, 
and the water of Kingston has not been fluoridated ; is that correct ? 

Dr. Knutson. That is correct. 
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Mr. Kuernrevp. This, as I understand it, is the official report. It is 
written by David B. Ast, Sidney B. Finn, and Isabel Me Caffrey, on 
the dental findings, and Edward R. Schlesinger, David E. Overton, and 
Helen C. Chase, on the pediatric aspects—a preliminary report. Are 
you familiar with that, Doctor ? 

Dr. Forsyru. Yes, but there is also a later report I have available 
here fo you. It is our library copy. It is by the same group of people. 
Mr. Kuerrerp. Is that the dental report or the pediatric report / 

Dr. Forsyrn. Dental. 

Mr. Kiernrevp. In connection with the pediatric aspects of this con- 
trolled experiment conducted in Newburgh and Kingston, let me read 
you what these people say oh the pediatric aspects of the Newburgh ex- 
periment, where 1 part per million of fluoride was added to the 
drinking water of that city. They say in part: 

Other special studies are being conducted or planned to answer special questions 
in connection with the Newburgh-Kingston study. A study is well under way, 
in cooperation with Barnett and McNamara at the New York Hospital in New 
York City, to determine the mode of excretion of fluoride in the urine of children 
having impaired renal function compared with a group of children of the same 
age with normal renal function. Another study being planned will attempt to 
utilize objective quantitative methods for the determination of bone density of 
children in Newburgh and Kingston. 

So that these people who are conducting this Newburgh-Kingston 
caries fluorine study say that a study is now going on to determine the 
mode of excretion of fluoride in children who have a normal kidney 
function and those who have an impaired or abnormal kindney func- 
tion. Isn’t that an important thing to study, Doctor? 

The Carman. What percentage of the population would you say 
might have kidney trouble ¢ 

Mr. Kier1nrevp. I do not know. Maybe the doctor could tell you. 
Do you know, Doctor? 

Dr. Knutson. No, I can’t. I believe it is the third most important 
cause of death. 

Mr. Kuiernrevp. Are there some children with impaired kidneys ¢ 

Dr. Knurson. Oh, yes, indeed. We could supply that for the 
record. 

The CuHamman. I mean if there were a large number of children or 
a large number of people that did suffer from it, then it might be 
a most important factor. 

Dr. Forsyru. I believe we could secure the data for you and supply 
it to the committee. 

The Cuarrman. I think it would be important. 

Dr. Knutson. I think it is important to understand the characteris- 
tics of science in medicine and dentistry—that we carry on continuous 
studies to learn more and more. We recognize that knowledge is never 
absolute in any field. 

The CHarrman. We understand. 

Dr. Knurson. We never know all there is to know about anything. 

The Cuarrman. We appreciate that, Doctor. We were just dis- 
cussing that between ourselves. 

Mr. Kirrnretp. Yet you made an unqualified endorsement of this 
process. You said you were positive in this connection, which is one 
of the most direct and forthwith recommendations I think the com- 
mittee has ever had. You made no qualifications whatever as to your 
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endorsement of the fluoridation of drinking water. Is that not cor- 
correct ? 

Dr. Forsyru. That is correct. 

Mr. McDonovuenu. Let me interrupt for a minute. In reading the 
statement, I find: 

During the past year our study progressed to the point where we could 
announce an unqualified endorsement of the fluoridation of public-water sup- 
plies as a mass procedure for reducing tooth decay by two-thirds. 

Well, that being such a conclusive statement, should not it be more 
specific ¢ 

You say: “Fluoridation of public-water supplies.” You further 
say that fluoridation of public water should not exceed one part per 
million, that that is a safe amount. But in your statement, you 
don’t say the fluoridation of one part per million of public-water 
supply, you say fluoridation. 

Dr. Forsyru. Yes, we do. 

Mr. McDonoveu. Not in your quotes. 

Dr. Forsyru. Not in the quotes, no. 

Mr. McDonoven. Well, fluoridation could mean 10 percent. 

Dr. Foryrn. You see actually the safe amount had been set even 
before fluoridation, at 1% parts per million in our Public Health 
water standards. So we don’t recommend more than 1 to 1% parts 
of fluorine per million parts of water. 

The Cuamman. That statement standing alone and unexplained 
might cause some confusion. Isthat right ? 

Dr. Forsyru. Yes, but that has been explained. 

The Cuairman. I say the statement standing alone. 

Dr. Forsyru. Yes,sir. Isee your point. 

Mr. Aserneruy. What he has done is list the conclusions of Dr. 
Scheele. 

Dr. Forsyru. That is right. 

Mr. Aperneruy. Which evidently were based on just exactly 
what Dr. Forsyth has incorporated in his statement. 

Dr. Forsyru. That is correct. 

Mr. Anernetiy. To be used under certain methods. 

The CuatmrMan. And we are talking about that taken as an extract. 

Dr. Forsyrn. Yes, sir. 

Mr. McDonoven. If the press were to take up that statement, and 
not qualify it by any explanation, it could mean that Dr. Scheele has 
said before the Senate Subcommittee on Appropriations on May 24 
that the fluoridation of public water supplies as a mass procedure for 
reducing tooth decay by two-thirds is unqualifiedly recommended. 

Now as to the areas that donot have fluorine in their water supply, 
the public generally might say, “What does fluoridation mean—1 part 
per million, 5 parts per million, 15 parts per million ¢” 

Dr. Forsyru. As I mentioned in my opening statement, too, in 
some areas due to difference in climate, such as the hot, dry, arid sec- 
tion of Arizona, we wouldn’t recommend one, we would recommend 
0.6 parts and, if a community already had, shall we say, 0.4 parts of 
fluoride per million parts of water in the drinking water supply, we 
wouldn’t recommend the addition of one part, we would recommend 
addition up to one part, which would mean then adding 0.6 parts. 
So it varies according to community. 
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Does that answer your question ? 

Mr. McDonoven. Yes. Of course, you are quoting Dr. Scheele. It 
is not your testimony. 

Dr. Forsyru. No, sir. 

Mr. McDonovueu. It seems to me it might be misconstrued that 
fluoridation of water could mean any amount of fluorine in the water. 

Mr. Kuernrevp. I think they have always limited themselves to 
about one part per million. 

Dr. Forsyru. Yes. 

Mr. Kuiernrevp. Doctor, on page 2 of your statement, in talking 
about what the Public Health Service relied upon, you say in part you 
relied on these pilot programs, one of which was this Newburgh, N. Y.. 
pilot program. 

Dr. Forsyru. Yes, sir. 

Mr. Kiernrevp. In the official report dated June 1950, of the peopl 
who are carrying on this Newburgh pilot program, the concluding 
paragraph is as follows. And again I say you relied in part, at least, 
on this pilot experimental study. 

The results thus far in the study have disclosed no deleterious systemic effects 
from the ingestion of fluoride in drinking water in the dosage employed. It 
must be emphasized, however, that a longer period of observation is required 
before final conclusions can be drawn. The possibility of demonstrating cumula 
tive effects of fluoride in the final years of the 10-year study cannot be eliminated 
at this time. More refined techniques may also be available in the future i: 
studying pertinent aspects of the problem. 

So that these people who are carrying on the Kingston-Newburgh 
pilot experiment say they cannot ignore the possibility of demon- 
strating cumulative effects of fluoride in the final years of this 10 
year study. When will this 10-year study be completed ? 

Dr. Forsyrn. It has now been running almost 7 years, so I suppose 
they plan to carry on three more years. 

Mr. Kiervreip. Weren't these pilot experiments originally planned 
on the basis of a certain period? For example, wasn’t the Kingston 
Newburgh experiment planned originally and set up on the basis of 
a 10-year study? 

Dr. Forsyru. Yes. 

Mr. Kureirecp. Why, then, is it scientifically accurate to reach 
positive conclusions and make an affirmative recommendation before 
that period has expired, when these people make statements such 
as that ? 

Dr. Forsyru. Well, may I ask you this: Is there any guaranty on 
any experiment when you start it that it is going to finish at a cer- 
tain time? What is magic in the figure of 10 that determines how 
long an experiment should run? That is just somebody’s opinion 
Sometimes you would want to run experiments twice as long, or you 
might want to run them for life, and again you might come up with 
the answer in 1 or 2 or 3 years. 

Mr. Kternretp. Who picked out the 10-year period ? 

Dr. Forsyru. Actually both the Public Health Service’s study 
and the Newburgh study were set for a minimum of 10 years—not 
meaning that either ought to be cut off in 10 years. 

Mr. Kiernretp. As you said yourself, Doctor, you have to set 
some limits, don’t you? 

Dr. Forsyru. Yes; you have to have some standards to go by to 
start. 
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Mr. Kiernreitp. And the Public Health Service, and I imagine 
these other interested people, did decide for some reason that 10 years 
was the period that should be observed ¢ 

Dr. Forsyru. The minimum period. 

Mr. Kizrrevp. Minimum period ¢ 

Dr. Forsytu. Yes. 

Mr. Kuernrevp. This minimum period has not terminated, has it? 

Dr. Forsyru. No. 

Mr. Kuernrecp. Yet you feel you are in a position to state now that 
you can unqualifiedly endorse the artificial fluoridation of drinking 
water ¢ 

Dr. Knurson, As Dr. Forsyth said, a minimum period of 10 years. 
That didn’t mean it would require 10 years to demonstrate conclu- 
sively that the same results were being effected by controlled fluori- 
dation as obtained in communities where the water contains fluoride 
naturally in the optimum concentration. 

Mr. Kueinretp. Well, again, I ask you, What was the purpose of 
nitiating this experiment at all ¢ 

Dr. Forsyrn. One of the reasons was that we wanted a minimum 
of 10 years to study both the effects on deciduous teeth, or baby teeth, 

ind permanent teeth, as they were coming into the mouth. 

Now, if you had set 5 years or 6 years as a basis, you would not 
have picked up any of the permanent teeth except very few of them, 
possibly, from the study. 

Mr. Kurtnrerp. Well, Doctor, let’s telk about the converse situa 
tion. Suppose in one of these pilot experiments after 3 years you 
got unfavorable results, would you adopt those results, discontinue 
the experiment, and issue a report saying that the results were un- 
favorable and that we should discontinue the practice ¢ 

Dr. Forsyru. Actually negative results are sometimes just as im 
portant as positive results. 

Mr. Krervrerp. Well, what about the experiment conducted in 
Ottawa, Kans. Weren't results reached there after at least 5 vears 
which were unfavorable in nature? 

Dr. Forsyri. I don’t recall. 

Mr. Kuerretp. Let me read you something then from volume 30, 
No. 4, dated August 1951, Journal of Dental Research. There is an 

ticle entitled “Fluoridation of Drinking Water,” which was report- 
ng the proceedings of the International Association for Dental Re- 
search held March 17,1951. It is entitled “Unfavorable Report From 
Kansas Community Using Artificial Fluoridation of City Water 
Supply for 3-Year Period.” 

Are you familiar with that ? 

Dr. Knurson. Yes; I am familiar with that. 

Mr. Kieinrecp. In the last sentence they say this: 

rhis report is offered merely to demonstrate that the results of the fluoride 
experiment are not universally favorable. No explanation is attempted, and 

e test will continue to run its 10-year trial period. 

Do you agree that the tests should continue to run for a 10-year 
trial period before saying that the results which were unfavorable 

ifter 3 years should be accepted as final? 

Dr. Kxurson. As I indicated, I am familiar with the report. 1 

is at the meeting at which it was presented. The author of the 
paper was questioned regarding the conditions of the experiment, and 
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it was quite clear that the conditions of the experiment, the comparison 
being made, were not controlled. Different examiners were used; 
and the findings on caries experience in the second examination, the 
é-year examination, were in the judgment of the group quite un- 
realistic. 

Mr. Krernrecp. Were not different examiners used in conducting 
the Kingston-Newburgh experiment ? 

Dr. Knurson. Calibrated. What we call calibrated examiners. 

Mr. Kierre.p. Different persons are examining children in Kings 
ton and Newburgh ? 

Dr. Knutson. Using the same standards of examination, thoroughly 
instructed in the standards of examination. 

Mr. Kurrrevp. Are those standards entirely objective, in your 
opinion ¢ 

Dr. Knurson. They are adequately objective, I would say; yes. 

Mr. Kuertnretp. Did these examiners know from what city the chil- 
dren they were examining came? 

Dr. Knvrson. Yes. However, X-ray studies have been made, 
X-rays of the teeth, and the analysis was made without the indi- 
vidual making the interpretation of the caries experience knowing. 
And the analysis indicated that, when the interpreter of the X-rays 
didn’t know what city an individual came from, the results were 
almost identical with the clinical findings. 

Mr. Kiernrecp. Have you gone into the question of the possible 
effect of the addition of artificial fluoride to water on children who are 
suffering to some extent from malnutrition ? 

Dr. Knutson. Specifically, no. 

Mr. Kuiernretp. The reason I asked was because in the February 
1952 issue of the Journal of the American Dental Association, which 
just came out this month, there is an article entitled “Relation of 
Endemic Dental Fluorosis to Malnutrition” by Maury Massler, D. D. 
S., M. S., and Isaac Schour, D. D. S., Ph. D., Chicago. And these 
people make the following statement : 

Importance of investigations of nutritional status: The data from this and 
other investigations suggest that malnourished infants and children, especially 
if deficient in calcium intake, may seffer from the effects of water containing 
fluorine while healthy children would remain unaffected. It is possible that the 
small proportion of individuals who show some, though slight, endemic dental 
fluorosis in communities with only about one part per million of fluorine in the 
water supply do so because of insufficient intake of calcium or because of dis 
turbances in calcium metabolism. 

Thus low levels of fluoride ingestion which are generally considered to be 
safe for the general population may not be safe for malnourished infants and 
children, Therefore, the nutritional status must be carefully assessed and 
guarded in areas with endemic fluorosis. Nutritional studies should be included 
in any comprehensive program of fluoridation of water, with special attention to 
chronically ailing infants and children. 

Have such studies been carried on? 

Dr. Knutson. Not specifically. But I would want to point out 
again that the findings in communities where they have 1 to 1.5 
parts per million of fluoride do not reveal fluorosis of an objection- 
able character. And the population in those cities ordinarily has 
some children who are malnourished, and in spite of that those 
children on examination do not show objectionable fluorosis. 

Mr. Kiernrevp. Are rer in a position to say that examinations were 
made specifically of children who were known to be malnourished ? 
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Dr. Knutson. No; as I stated at the beginning, not specifically for 
that purpose. 

The Cuarrman. Off the record. 

(There was discussion off the record. ) 

The CHarrMan. Since these gentlemen are in the city and will be 
able to return, under those circumstances the committee will stand 
adjourned subject to call. 

(Whereupon, at 12 noon, the committee was adjourned to the call 
of the Chair.) 
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TUESDAY, FEBRUARY 19, 1952 


House or ReereseNTATIVES, 
Sevecr Commirree To INvestricare 
THE Use or CHEMICALS IN Foops aNnp CosMeETIcs, 
Washington, Dp. 6: 

The select committee met (pursuant to H. Res. 74, and H. Res. 447, 
82d Cong., Ist sess., continuing the investigation and study begun 
inder authority of H. Res. 323, 81st Cong., 2d sess.), at 10 a. m., in 
room 445, Old House Office Building, Hon. A. L. Miller, presiding. 

Present : Representative Miller of Nebraska. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel. 

Dr. Mitter. We will call the meeting to order. The House has a 
roll call at 12 or shortly thereafter and we will have to adjourn the 
meeting at that time. 

Who is your first witness, Mr. Kleinfeld ¢ 

Mr. Kiernrevp. Dr. Harris. 

(The cath was administered by the chairman.) 

Dr. Minter. Mr. Kleinfeld, will you proceed with the examination. 


TESTIMONY OF ROBERT S. HARRIS, PH. D., NUTRITIONAL BIOCHEM- 
ISTRY LABORATORIES, DEPARTMENT OF FOOD TECHNOLOGY, 
MASSACHUSETTS INSTITUTE OF TECHNOLOGY, CAMBRIDGE, MASS. 


Mr. Kiernrevp. What is your academic background, Doctor? 

Dr. Harris. I have a doctor of philosophy degree from the Massa- 
chusetts Institute of Technology. Ever since receiving that degree I 
have been on the staff of M. I. 'T., first as research assistant, then as re- 
search associate, assistant professor, associate professor, and full pro- 
fessor. I am also director of the nutritional biochemistry laboratories 
of that institution. 

Mr. Kieryrecp. When did you receive your Ph. D. degree? 

Dr. Harris. In 1935. 

Mr. Kuiernrevp. And what kind of work did you do in connection 
with obtaining your degree ? 

Dr. Harris. Well, my doctorate thesis was on the function of 
chlorophyll compounds in the cure of nutritional anemia. 

Mr. Kieinre.p. Since obtaining your degree what has been your 
special field of professional interest ? 

Dr. Harris. Well, it has been in a variety of directions all in the 
held of nutritional biochemistry. I have done research in vitamin D, 
thiamine, riboflavin, calcium metabolism, fat metabolism, studies with 
radioactive calcium in human subjects, radioactive iron in human sub- 

1513 


96568—52—pt. 3——-30 








1514 CHEMICALS IN FOODS AND COSMETICS 


jects, studies in deuteriumated fatty acids in animals. My name has 
appeared on about 125 scientific articles during this period. 

Mr. Kiernreip. Have these been published in the professional pub- 
lications? 

Dr. Harris. Yes, sir. 

Mr. Kiernreip. Do you belong to any professional societies ? 

Dr. Harris. I belong to the American Institute of Nutrition, the 
British Nutrition Society, the American Chemical Society, the Ameri- 
can Association for the Advancement of Science, the New York Acad- 
emy of Science, American Public Health Association, and several 
others. 

Mr. Kueinretp. Do any of the papers ‘you have published deal with 
dental caries? 

Dr. Harris. We have published just two papers in this field. 

Mr. Kuertnrevp. Dr. Harris, will you please read your statement, 
and speak a little louder, please. 

Dr. Harris. Mr. Chairman. 

Dr. Mitier. Dr. Harris. 

Dr. Harris. The statement I am about to make expresses my per 
sonal views and is not to be construed as representing the attitude of 
the Massachusetts Institute of Technology which is an educational 
institution and does not take any position on this matter. The fluori- 
dization of public water supplies is a controversial subject. This con 
troversy is based partly on philosophical grounds and partly on dif- 
ferences in scientific opinion. I have no philosophical interest in this 
matter. Iam interested entirely in the scientific data which indicate 
that fluorine in water supplies is effective in combating dental caries 
and in the scientific data which indicate that fluorine is toxic to human 
beings. Even though many of the studies of the effectiveness of fluo 
rine in water supplies appear to have been designed to demonstrate 
the good effects of fluorine without evaluating the possible harmful 
effects of fluorine it is, in my opinion, clearly evident that fluorine is 
effective in reducing the incidence of dental caries in child popula 
tions. It is more effective when the level in water supplies is above 
2 parts per million—2 p. p.m. In most areas, however, the level of 
dosage has been set at about 0.8 to 1.0 parts per million because this 
level appears low enough to avoid fluorosis and yet high enough to 
produce measurable protection against tooth decay. 

All students of this problem will admit that fluorine is a toxic 
substance if taken in sufficiently large amount. Thus, the scientific 
controversy is not involved in the question as to whether or not fluorine 
in water supplies will effectively reduce dental caries, but rather 
whether or not the toxic effects of fluorine at about 1 part per million 
in public water supplies are insignificant. If the good effects of 
fluoridization greatly outweigh the evil effects, then one may be justi 
fied in concluding that fluoridization is a valid public-health pro 
cedure, especially if biochemical processes are not measurably affected. 
If the good effects of fluorides can be obtained without exposing the 
body to its evil effects, then one is justified in preferring the topical 
application of fluorine to the teeth rather than the fluoridization of 
water supplies. 

It is clear then that fluoridization is a calculated risk. Certainly 
it is not possible to calculate this risk until all important factors in 
the equation are known. It seems to me that an earnest student of 
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this problem must have the answers to most of the following ques- 
tions before he is in a position to decide whether the fluoridization 
of public-water supplies is in the interests of the health of the public. 

1. For which species of experimental animal is fluorine the most 
toxic? Has this species been used in extensive studies of fluorine 
absorption, metabolism, and excretion ¢ 

2. Have the compounds advocated for fluoridization of water 
supplies been fed during the entire life span of this species, and other 
species, at levels approximating 25 or 50 times the expected human 
exposure, as advocated by the United States Food and Drug Ad- 
ministration in testing chemical additives to foods? What were the 
effects on growth, food utilization, organ weights, reproduction, bio- 
chemical functions—especially enzyme functions—and what were the 
histopathological results? 

3. If more were known about the etiology of tooth decay, is it likely 
that fluorine would be found to be effective for certain types of decay 
and to be ineffective against other types / 

4. Since fluorine reduces the incidence of tooth decay without 
preventing tooth decay, is this evidence that fluorine is not the answer 
to the caries problem ¢ 

5. Is there not considerable evidence that caries can be produced 
by a variety of procedures, and considerable evidence that caries can 
be prevented by many chemical and biochemical agents? Is this 

roof that fluorine deficiency is not the cause of dental caries in man ? 
Can the effectiveness of fluorine be taken as evidence also that fluorine 
is a pharmacologic agent, rather than a specific agent ¢ 

6. Has any investigator succeeded in producing dental caries in 
animal or man, using a diet devoid of fluorine but adequate in all 
nutrients? Has it been proven that fluorine is an indispensable 
nutrient for animals or man / 

7. What compounds are formed when fluorine reacts with enamel ? 
What element does it replace? Is this fluorapatite normal ? 

8. Is peridontal disease more prevalent than dental caries? What 
is the effect of fluorine on peridontal structures / 

9. If the femur contains 15 times as much fluorine as the tooth— 
gram for gram—is it scientifically valid to use the tooth as the criterion 
in evaluating the possible harmfulness of fluorine ? 

10. Are the methods for the determination of fluorine concentra- 
tions in water supplies, and in various body tissues, sufficiently reliable 
to permit valid conclusions? Do we know how to correlate biochem- 
ical and chemical data with toxicological and histopathological data. 

11. Have fluoridization studies been conducted long enough to de- 
termine effects on growth of the body, growth of bones, opacity of 
bones, et cetera? Have we a clear picture of the toxicology and 
pathology of fluorine? 

12. Low bacterial counts have been noted in the salivas of subjects 
receiving fluorinated water. Is this not evidence that 1 part per mil- 
lion of fluorine affects the enzyme systems of bacterial cells? If so, 
should not the same concentrations of fluorine affect enzyme systems 
in man ¢ 

13. Would it not be more reasonable to evaluate the effects of 
fluoridization programs using the first molar and to deemphasize data 
on deciduous teeth # 
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14. What are the scientific and practical advantages of topical 
application over fluoridization of water supplies; and vice versa ? 

15. Is there a variation in the susceptibility of individuals to the 
benign and to the adverse effects of fluorine? What are the limits of 
this variation ¢ 

16. Is it known whether there are any illnesses which predispose 
human beings to the toxic effects of fluorine? 

17. What are the variations in the water consumption of individuals 
in the same areas and in different areas according to season, occupa- 
tion, age, et cetera ¢ 

18. Do the several foods in the diet, and the various nutrients in 
these foods, affect the absorption, metabolism, and excretion of 
fluorine ¢ 

19. Is this the only public-health measure which will not fully pro- 
tect over 50 percent of the population? Will not the public expect 
as full protection as it now gets from chlorination, pasteurization, 
and vaccination ? 

I have followed closely the literature on fluorine compounds (a) 
because years ago excess fluorine presented a nutrition problem, (0) 
because recently fluorine has been suggested as a nutrient essential, 
and (¢) because our research group has long been interested in the role 
of nutrition in the prevention of tooth decay. 

The literature indicates that fluorine at 1 part per million in water 
supplies can effectively reduce the incidence of caries in children in 
certain areas. The literature does not indicate, however, that the 
continued ingestion of fluorine at this level is harmless. The litera- 
ture does not adequately answer many of the questions listed above. 
Therefore, it is my opinion that considerably more research on the 
toxicity of fluorine should be conducted before this interesting means 
for reducing tooth decay in man is extended. At present I am in 
favor of the topical application of fluorine. I am not convinced that 
the safety factor for fluorine has been established for healthy and 
unhealthy human beings at various ages and therefore feel that I 
cannot take a position either for or against the fluoridization of public 
water supplies. 

Dr. Miter. Go ahead with your questions, Mr. Kleinfeld. 

Mr. Kuernreitp. Dr. Harris, you say that you have followed closely 
the literature on fluorine compounds. Does that include following 
the literature in connection with the fluoridation of publie drinking 
water ¢ 

Dr. Harris. Yes, it does. 

Mr. Kuernrecp. And you say that in your opinion the literature 
does not adequately answer many of the questions which you have 
listed in your statement. 

Dr. Harris. That is right. 

Mr. Kueryrectp. And you say also it is your opinion that consider 
ably more research on the toxicity of fluorine should be conducted 
before this means of reducing dental caries is extended. 

Dr. Harris: Yes. 

Mr. Kuernrecp. Dr. Harris, you know that water containing about 
| part per million or more is found naturally in various parts of the 
country; is that correct? 

Dr. Harris. ‘That is true. 
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Mr. Kueinrecp. Well, those who recommend the fluoridation of 
drinking water have stated that there is no evidence that people who 
live in such areas, where we find fluorine occurring natur ally in the 
water, are afflicted any differently or any more frequently | "y any 
disease or any physical disorder than those people living in areas of the 
country where the water does not normally contain any fluorine. Is 
not that sufficient to establish the safety of adding a fluoride, such as 
sodium fluoride, to drinking water in the amount of about 1 part per 
million ¢ 

Dr. Harris. I don’t think that it is. It certainly can be taken as 
evidence that fluorine is not toxic enough to cause a large number of 
deaths or a large incidence of certain spec tific diseases. It is necessary 
in my opinion to set up a study in which the people in nonfluoride areas 
ire given fluorine in the water supply and to compare the results over a 
long period of years with those of another group of people receiving 
the same water supply without fluorine. In that way these effects can 
be observed. 

We must admit that the amount of 1 part per million in fluorine in 
water supplies is not a very toxic dosage. There is no evidence that 
that is so. But there is plenty of evidence to indicate that fluorine 
in this amount or slightly more interferes with enzyme systems, and 
these enzyme systems are involved in the growth of bones, in the 
functioning of nerve tissue and so forth, and it is difficult by popula- 
tion surveys to get any precise evidence on this question. 

Another procedure would be to set up animal experiments and to 
feed fluorine over long periods of time and observe carefully in 
these animals what effects are produced. Then having a clear picture 
of the kind of effect that might be produced in the animal colony to 
look in the human population for this type of evidence. 

I have indicated in one of my questions that we do not have a 
clear idea as to what is the toxicology of fluorine, and until we have 
a clear idea of that we cannot study human populations and say there 
s no evidence that fluorine in the water of these regions has had no 
effect. 

Mr. Kuernrecp: Then you think it is important that these experi- 
mental studies be carried on with animals‘ 

Dr. Harris. Yes, I think that this kind of problem must be attacked 
first in the laboratory. 

Mr. Kieryrevp. From your reading of, and familiarity with, the 
literature, do you know whether such experimental work has been 
lone and the results published anywhere / 

Dr. Harris. I have seen nothing on that subject. 

Mr. Kuerrevp. Are you familiar with the various controlled pilot 
studies now in progress in various areas of the country, such as the 
Newburgh-Kingston studies and the ones being conducted at Grand 
Rapids, Mich., and Evanston, Il. ? 

Dr. Harris. Yes, I have seen the reports of the results of those 
studies, and I have talked with several of the investigators. 

Mr. Kiernrevp. Are you familiar with the types of medical exami- 
nations and the groups upon whom these examinations are made 
within these pilot cities ? 

Dr. Harris. Yes, in general. 
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Mr. Kuernrevp. Are you satisfied that these examinations are suf- 
ficient to insure that the population as a whole will not be injured by 
ingesting 1 part per million of fluoride in their drinking water ¢ 

Dr. Harris. I would say that these studies are very excellently de- 
signed to show the beneficial effects of fluorine. I feel that some ob- 
servations have been omitted from these studies which might have 
given more information on the adverse effects of fluorine. 

For instance, in the Newburgh study they did not examine the 
children at the beginning to determine the incidence of fluorosis in 
the teeth. Without these data it is imposible to conclude from this 
study whether the fluoridization of the water supply produced mot- 
tling of the teeth. It is admitted that this mottling is a cosmetic 
effect, but still people with mottled teeth are not as handsome as 
people without mottled teeth. And certainly mottling of teeth is evi- 
dence of a storage of fluorine in a certain organ of the body. 

Mr. Kierrecp. Do you know whether the people who are con- 
ducting the pilot experiments in these cities are examining regularly 
and periodically people of the older groups of our population ¢ 

Dr. Harris. To my knowledge the studies are concerned primarily 
with children. 

Mr. Kiernrecp. Do you have any opinion as to whether the studies 
should include studies of the effects, if any, upon other groups of 
population, like the aged ¢ 

Dr. Harris. If the purpose is to fluorinate the water supply of chil- 
dren, then these studies are all right. If the purpose is to show that 
the incidence of dental caries of children is reduced by fluorine, again, 
it is all right. But the problem is to know about the effect of fluorine 
on the rest of the population. Since the intent, apparently, of most 
people who are interested in fluoridization is to fluoridate all the 
water supply in a community, then these studies certainly should 
include investigations of all age groups in the population, with special 
emphasis, perhaps, on the aged because they might be more susceptible 
to fluorine than the younger age groups. 

Mr. Kie1nrevp. Do you think it would be advisable to have studies 
made of both children and older people who are suffering from some 
kidney disorders ¢ 

Dr. Harris. Yes. One of the questions I asked was aimed in that 
direction. There is some evidence in animals that with certain dis- 
orders, especially kidney disorders, fluorine is more toxic than in the 
normal animal. I think it is important to know whether people with 
the diseases with which humanity is usually inflicted are more sensi- 
tive to fluorine than the people who are healthy. Until we know about 
that, I think we are on dangerous ground in fluorinating the water 
supplies. 

Mr. Kiernrexvp. Dr. Harris, I believe it is normally sodium fluoride 
which is recommended for the fluoridation of public drinking water. 
Now, in those areas where the water naturally contains fluorine, do 
you know whether that fluorine appears in the form of sodium 
fluoride ¢ 

Dr. Harris. I never have analyzed water from that point of view. 
From what I know of chemistry, I am quite sure fluorine occurs in a 
variety of compounds, some of it in free form or ionized. There may 
be very small amounts in the form of other salts. 
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Mr. Kverrevp. Would it be significant, in your opmmion, that the 
fluorine present naturally in drinking water was in the form of sodium 
fluoride or some other compound / 

Dr. Harris. I doubt it. I think that when sodium fluoride is added 
to the water it goes into solution and you have free fluorine and free 
sodium to a large extent. If you add it in the form of some other salt, 
you will have free fluorine and free some other radical. Since fluorine 
is presumed to be the active part, it would not much matter what form 
was put into the water. It might matter, of course, as to the toxicity 
of the various forms. It is not likely that they all have the same 
toxicity. 

Mr. Kiernrevp. Is not that a rather important consideration / 

Dr. Harris. It might be. It should certainly be considered. 

Mr. Kuiermnrevp. Well, if that is true, Doctor, should not experi- 
mental work also be done in that direction ? 

Dr. Harris. Yes. I think | infer in my questions that the work 
ought to be based on those compounds which are intended to be added 
to the water supplies. The fluorine that is present in foods, for in- 
stance, is very likely not nearly as available for this purpose as the 
fluorine contained in water, but certainly extensive studies should be 
done on those compounds that are to be added to public water supplies. 

Mr. Kieinrevp. Dr. Harris, in the second question which you pose 
on the second page of your statement, you say this: 

Have the compounds advocated for fluoridization of water supplies been fed 
during the entire life span of this species, and other species, at levels approximat- 
ing 25 or 50 times the expected human exposure as advocated by the United 
States Food and Drug Administration in testing chemical additives to foods? 

Now, these are very high levels; are they not ¢ 

Dr. Harris. Yes; they are. 

Mr. Kurimnrevp. Well, what value do we get from using such high 
levels, if any ¢ 

Dr. Harris. If, at these levels, there is no toxicity it shows there is 
a large factor of safety in the use of these compounds. If, on the 
other hand, there is toxicity, it gives an indication as to what organs 
and tissues and biochemical processes are affected by the fluorine. 
You can then pass on to the human species and look for these evidences 
in human beings. 

Mr. Kiernrevp. Do you know whether such experimental work with 
fluorides at these levels have been carried on with experimental 
animals ¢ 

Dr. Harris. I have searched the literature hoping I could find it, 
and I have not found such a publication. 

Mr. Kiernretp. On page 2 of your statement, question 5, you say 
that caries can be prevented—as I understand your statement—by a 
variety of procedures; also, that it can be produced by a variety of 
procedures. 

As I understand your statement, that holds true for procedures other 
than the fluoridation of drinking water ? 

Dr. Harris. That is right. 

Mr. Kiernrevp. Have you done any specific work in this connection ? 

Dr. Harris. Yes. First, I might say we have published the results 
of some research that is still under way in the Archives of Biochemis- 
try, volume 26, No. 1, page 155, 1950, and in the New England Journal 
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of Medicine, volume 244, page 361, 1951. We have one or two other 
papers that have not yet been published. 

In these studies we obtained milk and corn from Texas, the area of 
Texas where there is essentially no tooth decay. We collected com 
and milk from New England where there is the highest incidence of 
tooth decay. These two foods were fed in diets to hamsters over a 
period of 3 months. At the end of the 3 months the teeth of the 
hamsters were examined, and it was observed that the hamsters fed 
the Texas food had 40 percent as much dental caries as those fed the 
New England food. 

We analyzed these diets for fluorine content. We found that there 
was a difference, but that the amount of fluorine in the Texas diet was 
too low to have produced any measurable effect on dental caries. This 
observation had been made by others before. 

Thus it appeared that the effects we were observing were not due to 
fluorine differences. 

We conducted studies to find out whether it was the corn or the milk 
that produced this effect by feeding four diets: New England corn, 
New England milk; Texas corn, Texas milk; New England corn, 
Texas milk; and Texas corn, New England milk. At the end of the 
feeding period we examined the teeth of the animals and we found 
that the three groups that were fed New England food in the diet all 
showed about the same degree of dental decay. Only in the case of the 
group fed the all-Texas diet did we find a reduction in dental decay. 

These results indicated that both the corn and the milk were factors 
in this experiment. These results also indicate, in our opinion, that 
there was something in the New England foods which caused tooth 
decay rather than something in the Texas foods that prevented tooth 
decay. 

Since then we have conducted a study with riboflavin. We analyzed 
these diets for all the nutrients that we had method for and found that 
the Texas diets were about 30 percent lower in riboflavin than the New 
England diets. So, we set up an experiment and added riboflavin to 
the Texas diet. In one case we made the riboflavin value equivalent to 
the value in the New England diet, and in another case we gave 10 times 
as much riboflavin. By this experiment we showed that ribeflavin 
was not responsible for causing tooth decay in the New England diet. 

In fact, our data showed very definitely that riboflavin is an ant! 
caries factor. 

We have not done the experiment—we intend to—to feed riboflavin 
in the diet to make comparison with fluorine, but the data so far ob 
tained indicate that riboflavin is about as effective in preventing caries 
in hamsters as is fluorine. Riboflavin is a vitamin nutrient without 
any toxicity. 

We also have found that the New England foods differ quite a lot 
from the Texas foods in respect to certain elements. We found three 
to five times as much manganese and magnesium and copper in the 
New England corn as in the Texas corn. We are now conducting 
experiments adding these three elements to the Texas diet to find 
out if they will induce dental decay. 

There is some literature out of Norway indicating that magnesium 
and manganese are cariogenic. 
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This type of result indicates that we ought to be careful about some 
of our conclusions about tooth decay in human populations in the 
United States. 

It has been observed that people in Texas, for instance, have much 
less tooth decay than people in New England. Then it was observed 
that fluorine is effective in the prevention of tooth decay. Then it 
was concluded that the difference in tooth decay in these two popula- 
tion groups is due to differences in fluorine. I admit that may be 
part of the answer—that there is a difference between these two areas 
of the United States because of differences in the fluorine content of 
the food or water supply. But our data indicate that this is not the 
only answer. In fact, I am not sure that it is the most important 
answer. Our data indicate that there may be more tooth decay in a 
human population group because of differences in the composition of 
food and that this has nothing to do with fluorine. That is one of the 
reasons why I feel we should be careful in drawing conclusions on the 
basis of fragmentary evidence. 

This subject is very complicated. I can list maybe a dozen dif- 
ferent ways to produce dental caries in experimental animals and 
maybe an equal number of methods of curing dental decay in animals. 
It is incorrect, I think, and certainly it is not scientific, to try to solve 
this complicated problem by one device. I think the procedure should 
be to find the cause of tooth decay in human population and then to 
remove the cause and thereby remove dental decay. 

Dr. Mitter. At that point, you speak about the cause of tooth decay. 
There may be a number of causes, Doctor, so that you would not pin it 
down to any one cause perhaps as to tooth decay in children or in 
adults, and what might cause decay in one youngster might not do 
it in another ? 

Dr. Harris. That is right. 

Dr. Muzer. Is that not true? 

Dr. Harris. Yes. There are genetic differences that are extremely 
important. 

Dr. Mitxter. What is the chemical formula of fluorine and chlorine 
and bromine ? 

Dr. Harris. Well, it is an element; say, sodium fluoride is NaF. 

Dr. Mitter. How is chlorine used in water? Is that a gas? 

Dr. Harris. Chlorine is added to water as a compound just as 
fluorine is added as a compound. 

Dr. Mriuxr. What is the relationship between chlorine and fluorine ? 

Dr. Harris. They are two different elements. They are closely 
alike in many chemical properties, but they are completely different 
one from the other. } 

Dr. Mruuer. What is the toxic dose of chlorine, for instance? 

Dr. Harris. I couldn’t answer that for you. The toxic dose of 
chlorine is definitely lower than that of fluorine. 

Dr. Miter. I was going to ask what is the toxic dose of fluorine 
then? 

Dr. Harrts. That is a question I would like to have answered. 

Dr. Mrtier. You say we do not know the toxic dose for fluorine: 
that is, how much water we would have to drink or how much food 
we would have to eat to get a toxic dose? 

Dr. Harris. Well, my point is that before you can determine the 
toxic dose you have to know what symptoms to look for, and that 
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whole subject has not been explored completely, so that we do not 
know. 

Many people have been willing to rely on fluorosis, a mottling of 
the teeth, as evidence. If there is no fluorosis, they wish to assume 
that there is no toxicity. 

Dr. Minter. One might use fluorine in foods of different kinds, and 
through evaporation and so forth might have rather a toxic dose, then, 
I presume ¢ 

Dr. Harris. Well, fluorine occurs in foods, in some foods more than 
in others. 

Dr. Minter. Of course, there are many things that occur in water. 
We have some famous springs we go to that have sulfur or iron or 
something in them, and they smell bad—sulfur clioxide. And I think 
people mentally think they are getting healthy when they take a little 
of it, maybe a little laxative effect. Some alkali and various chemicals 
occur in water naturally in springs and well water. 

Dr. Harris. That is true. Things that occur in nature are not 
necessarily nontoxic. 

Dr. Minter. That is right. Now, in the West we have places with 
so much alkali you can hardly drink the water if you are not used 
to it because of the laxative effect you get from it. And the same is true 
of iodine. We know areas in North America where the lack of iodine 
has some very bad effects upon animals and upon man. 

On the use of fluorine, of course, I think we sometimes get off on 
a sort of mental tangent, thinking, “Well, here is something that is 
going to prevent decay in teeth,” when, as a matter of fact, maybe 
we have yot gone as far as we should in our investigation. I agree 


with you in some of your questions. There are a lot of questions 
that have not been answered. 

Also you say that you sort of agree that the topical application 
of fluorine was to be desired. Is not that what you say in your state 


ment 

Dr. Harris. I have my own teeth treated with fluorine this way 
My point there is that when fluorine is apphed topically to the teeth, 
the dentist—his technique is to dry the tooth surface, then apply a 
2 percent sodium fluoride solution—— 

Dr. Mituer. Two percent? 

Dr. Harris. Two percent. 

Dr. Mititer. That is a pretty good percent, 

Dr. Harris (continuing). Allow to stand for a few minutes, and 
then rinse it all off. During that period of time the sodium fluoride 
has reacted with the surface of the tooth. 

Dr. Mirier. Yes. 

Dr. Harris. And then all the excess is washed away. By this pro- 
cedure there is no possibility of exposure of the rest of the body to 
fluorine. The tooth, which is presumed to be the most important thing 
for treatment here, receives the treatment, but there is no risk of 
toxicity. 

Dr. Murer. What would be the effect of including a little fluorine 
in all the food we eat? 

Dr. Harris. That would be the equivalent of putting it in the water 
supply. If it is going to be done, I would rather have it in the water 


supply. 
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Dr. Mitter. This is really a State problem or municipal problem. 
If they use fluorine it is going to affect canning, for example, in 
canning fruit. You would get fluorine in canned fruit. 

Dr. Harris. Yes. 

Dr. Mrtier. Through the process of heating and evaporation you 
might get quite a little fluorine eventually in some of those canned 
foods. 

Dr. Harris. That is true. 

Dr. Miuier. In areas already having an upper limit of fluorine in 
their drinking water, what would be the effect of increasing the 
amount of fluorine, if any? Do you have any data on that ! 

Dr. Harris. Well, where the fluorine content of the water supply 
is already high, | don’t think it would be considered to add more. 
There are some parts of the world where the problem is just the re- 
verse—they have to treat the water supply to remove fluorine, to bring 
it down to a level that is not as toxic. 

In fact, that is how this whole thing was first discovered. The 
whole history of this subject was first a public health problem of ex- 
cess fluoride in certain parts of the country. 

Dr. Minter. Yes. What would be the effect of fluorine on the 
taste of food in excessive amount? Would it affect the taste of food? 

Dr. Harris. | am quite sure it would, because it has a flavor, but 
the amounts in the water supply might be so small that you might 
not detect it. 

Dr. Mituer. Are there any accurate or dependable analytical meth- 
ods for determination of fluorine under all conditions? Do you know 
of any? 

Dr. Harris. Well, fluorine analysis is a very difficult procedure. 
There are many laboratories that are not in my opinion qualified to 
do that kind of work. And when you have fluorine occurring in the 
water supplies or blood samples, and so forth, in animal experimenta- 
tion, these other materials that occur with it interfere with the analysis. 

I have done very little in this direction, but I know that several 
laboratories exist where an immense amount of fluorine analysis has 
been made, and the attitude there is it is a very difficult procedure and 
it is susceptible to variation. 

Dr. Mitier. [am wondering about chemicals. Now this committee 
was out in Washington a few months ago and a small business there 
was making some kind of an apple jelly and some other processed foods, 
and they tested the sugar every morning in pears and apples. Every 
morning it has to be tested to know exactly what tolerance it has and 
just how much water to put in and how long to soak it and whether 
tochange the formula of making it that day. 

Now if we are using fluorine and then some day something happens 
and they didn’t get any fluorine in the water, I suppose that again 
might change the picture of the pear jelly or the apply jelly. Or 
would it? I don’t know. 

Dr. Harris. It is possible. 

Dr. Mitter. It seems to me rather a delicate balance if they had to 
test this amount of sugar in these fruits every morning. 

Dr. Harris. It is quite possible that certain food industries would 
have to change from the public supply to a private water supply be- 
cause a problem like that might arise. 
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Dr. Mitzer. Are you a laboratory man, a research man ¢ 

Dr. Harris. Yes. 

Dr. Mrtuer. Where, if any place, is fluorine stored up in the body 
after taking it over a period of years, or is it stored up? 

Dr. Harris. Most of the fluorine is stored in the bones. It is in th: 
hard tissue, the bones and the teeth. 

Dr. Miter. Is there any evidence of it being stored in the liver or 
in the fatty part of the liver? 

Dr. Harrts. Well, analyses have been made of many organs of th: 
body, and it has been found to be present everywhere, in higher amounts 
in some organs than others. But it is much higher in the bones. 

In one paper I recall it is about 15 times higher in the bones tha: 
in the teeth, and higher in the teeth than in other tissues of the body 

Dr. Miuier. Of course, vou know, Doctor, the committee is con 
cerned about chemicals in foods. ‘There are several hundred chemicals 
being used now in foods and fluorine may be one of them. I presum« 
it is. I do not know. What should the attitude of the Pure Food 
and Drug people be if they find too much fluorine in food in interstat: 
commerce? What would that level be and what would be you 
suggestion ? 

Dr. Harris. Well, I would advise the Food and Drug Administra- 
tion to prohibit the addition of fluorine to any food. I don’t think 
food is the proper vehicle for it. I have indicated this morning | 
don’t think there is any proper vehicle for fluorine on the basis of 
present evidence. 

Dr. Mitier. Would you on the same basis say to the Pure Food 
and Drug people, “You should not permit any chemical to be added 
to food”? 

Dr. Harets. No. I testified some time ago before this same com 
mittee on this question, and I believe that chemicals should be allowed 
in foods after the Food and Drug Administration has approved then 
as being nontoxic in the amounts that are used. 

I am heartily in favor of the kind of tests that the Food and Drug 
has been advocating in the past, and I believe that this kind of test 
ought to be applied here, because water is food, and any chemica! 
that is added to water should be in the same category as any chemica! 
that is added to foods. 

Dr. Mituer. You think the endorsement then by the public healt! 
groups, American Dental Association and American Medical Asso 
ciation and similar groups have been premature as to the use of fluorin«: 
in water? 

Dr. Harris. I feel that way; yes. Maybe this comparison is a valid 
one—I look on fluorine as being like aspirin. If a person has a head 
ache, an aspirin tablet frequently is effective in curing that headache 
That does not prove that the headache was caused by aspirin deficiency 
The doctor would rather not have the public taking aspirin tablets for 
their headaches; he would rather find the cause of the headache ani 
then cure the disorder from that cause. 

Dr. Miter. I agree with you. I have felt these services, publi 
health and dental groups and others, were moving a little too fast. It 
is always easy to whip up a little hysteria that you have got a cure-al! 
here for caries when added to the water, but you get into these things 
without proper scientific examination of them. I fear maybe that is 
what is happening in the rush of some of the cities all over the country 
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to add fluorine to their water without, perhaps, sufficient examination 
as to what the long-range effect might be. I have the same feeling 
about some of the chemicals in food. 

I think that is all. 

Mr. Kurrnrevp. Dr. Harris, I have just one or two more questions. 

I have a reprint from the Archives of Biochemistry, volume 26, 

No. 1, March 1950, entitled, “Effect of Foods Growth in Different 
Areas on the Prevalence of Dental Caries in Hamsters.” Is that one 
of the papers to which you referred ? 

Dr. Harris. That is correct. 

Mr. Kuxrnrevp. I suggest, Dr. Miller, this be made part of the 
record. 

Dr. Miruer. It is so ordered. 

(The article referred to is as follows :) 


Errect OF Foops GRowN IN DIFFERENT AREAS ON THE PREVALENCE OF DENTAL 
CARIES AND HAMSTERS 


Fluorine in water supplies is considered to be a principal factor accounting for 
differences in caries prevalence’ in human subjects in various parts of the 
United States. The present study is an attempt to determine whether the de- 
elopment of caries in hamsters is affected by diets containing foods grown in 
ireas where there is a high and low incidence of caries. 

A modified Hoppert-Webber-Caniff diet* of the following composition was 
used : corn, 63 percent ; dried whole-milk powder, 30 percent; alfalfa, 6 percent; 
sodium chloride, 1 percent. The corn and milk components of diet No. 1 were 
obtained from Orono, Maine, and St. Albans, Vt., respectively; the soil in both 
these areas is podzolic. The corn and milk components of diet No. 2 were ob- 
tained from Hereford and Lubbock, Tex., respectively, where the soil is red and 
yellow. The same alfalfa, from Ithaca, N. Y., was vsed in both diets. These 
liets and distilled water were supplied ad lib. to hamsters housed in sheet- 
metal cages resting on wooden flooring. Forty weanling hamsters (19 females, 
21 males) were placed on diet No. 1 while 37 (18 females, 19 males) were 
placed on diet No. 2. Each animal was weighed we« kly. After 15, 16, 17, 18, 
“1, and 23 weeks, representative hamsters (a total of 25 from each group) were 
1utopsied. The heads were fixed in formalin, dried, skinned, and treated with 
3-percent hydrogen peroxide. The teeth were examined, scored, and charted 
for dental caries according to the Keyes procedure.’ The scoring of caries was 
spot checked by others with past experience with this technique. 

The hamsters gained approximately 5 grams weekly on both diets. Caries 
were noted in the teeth of hamsters from both groups at the first autopsy, fifteenth 
week. Male hamsters were more susceptible to caries than female hamsters; 
maxillary teeth were more carious than mandibular teeth; and there was a very 
striking preponderance of caries in the occlusal pits of the maxillary molars, par- 


TABLE I Incidence and area of caries in hamsters fed diets containing corn and 
whole-milk powder from New England or Texvas during 15 to 23 weeks 


Diet group 


No. 1 (N. E.) No. 2 (Texas) Difference 
Number of hamsters per group 
Male 13 14 
Female 12 1! 
\verage number of carious teeth 5.8 (+1.67) ! 3.4 (1.83) ! 2.4 (41 percent). 
\verage nutnber of carious surfaces 7.4 (43,19) ! 3.9 (+2.65) ! 3.5 (47 percent 
iries area (square millimeter on score | 296.7 (+521.7) !_. 113.7 (4205.5) 1_. 183 (62 percent) 
chart). 





Standard deviation. 


t Nizel, A. E., ana Bibby. B. G., J. Am. Dental Assoc. 31, 1619 (1944). 
> Hoppert, C. A., Webber, P. A., and Caniff, T. L J. Dental Research 12, 161 (1932). 
* Keyes, P. H., J. De ntal Research 23, 429 (1944 
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ticularly the second molars. Only two hamsters (both on the Texas diet) were 
caries-free. 

It will be seen in table I that there was approximately 40 percent more carious 
teeth, and approximately 50 percent more carious surfaces, in the group fed New 
England corn and milk. Both these differences were studied statistically and 
found to be significant at the 1-percent level. It is evident that the area in 
which foods are grown may affect the prevalence of dental caries. To our 
knowledge this is the first controlled comparison of the cariogenie effect of the 
same foodstuffs produced in different soil areas. 

Further research will reveal whether the corn, or the milk, or both, were re- 
sponsible for the differences noted, and investigations are planned to isolate 
und identify the anticaries or cariogenic factor. 

ABRAHAM E. NIZzeL, 
Rorerr S. HArRkRts. 
Tufts Dental School, Boston and The Massachusetts Institute of Tech 
nology, Cambridge, Mass. 

Received December 8, 1949. 

Mr. Kuerrevp. I have one other reprint here from the New Eng- 
land Journal of Medicine, volume 244, page 361, March &, 1951, en- 
titled, “The Caries-Producing Effect of Similar Foods Grown in Dif- 
ferent Soil Areas.” 

Is that also one of the papers to which you referred ¢ 

Dr. Harris. That is right. 

Mr. Kirirevp. I suggest this also be made part of the record. 

Dr. Mitier. Very well. 

(The article referred to is as follows:) 


THE CARTIES-PRODUCING EFFECT OF SIMILAR Foops Grown In l)FrERENT Son 
Areas * 


(Abraham E,. Nizel, D. M. DD.” and Robert S. Harris, Ph. D.*) 
BOSTON 


A statistically significant higher incidence of dental caries has been produced 
in hamsters fed diets containing corn and dried whole milk produced in New 
England, in comparison to those fed similar foods grown in northwest Texas.* 
The present study was undertaken as a confirmation of these results, and to 
determine whether the cariogenic factor was in the corn or in the milk, or in 
both. 

Four groups, each containing 35 weanling hamsters, were assembled so that 
each group had equal distribution in terms of weiglit, sex, and litter mates. 
They were fed a modified Hoppert, Webber, and Canniff diet,’ consisting of corn 
‘ground to 40 mesh fine) 63 percent, dried whole-milk powder 30 percent, alfalfa 
6 percent and sodium chloride 1 percent. Distilled water was given ad libitum 
‘The diets varied with respect to the source of the corn and milk as follows: 

Group A: New England corn and New England milk 
Group B: Texas corn and Texas milk 

Group C: New England corn and TeXas milk 

Group D: Texas corn and New England milk 

The animals were housed individually in metal cages with wooden floors and 
were fed their respective diets ad libitum for a period of 17 weeks. Weekly 

‘From Tufts College Dental School, Boston, and the Nutritional Biochemistry Labora 
tories, Massachusetts Institute of Technology, Cambridge 

Aided by a grant from the Charles H. Hood Dairy Foundation. The samples of corn 
and milk were obtained through the kind offices of the following: Dr. Kenneth C. Beeson, 
'. S$. Plant, Soil and Nutrition Laboratory, USDA, Cornell University, Ithaca, N. Y.; 
Dr. Arthur C. Fay, H. P. Hood Co., Boston; Dr. B. W. Fairbanks, American Dry Milk 
Institute, Chicago; Dr. Paul H. Tracy, Department of Food Technology, University of 
Illinois; Dr. J. J. Willingham, Department of Dairy Manufacturers, Texas Technical 
College ; and Mr. Roy L. Donahue, USDA Extensionist, College Station, Texas? 

? Visiting Instructor in Clinical Dentistry, Tufts College Dental School 

* Professor of Nutritional Biochemistry, Massachusetts Institute of Technology. 

4Nizel, A. E., and Harris, R. S. Effect of foods grown in different areas on prevalence 
of dental caries in hamsters. Arch. Biochem, 26: 155-157, 1950 

5 Hoppert, C. A., Webber, P. A., and Canniff, T. L. Production of denta) caries in rats 
fed adequate diet. J. Dent. Research 12: 161—175, 1932. 
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weight records showed that all four groups grew well and at the same rate during 
this period. 

At the end of the test period the hamsters were killed and the heads fixed in 
a 10-percent solution of formalin and then dried and skinned; finally the 
maxillas and mandibles were treated with a 3-percent solution of hydrogen 
To eliminate bias, the heads were boxed and marked by a code un- 


peroxide. 
The dental caries were scored according to the 


known to the dental examiner. 
Keyes procedure.’ 


TABLE 1 Comparative caries score of hamsters fed diets containing corn and 
whole dried milk produced in New England (group A) or in Teras (group B) 


ifference 


ally sienificant t per t level 


2 Statistically significant to 5-percent level 

Table 1 reports the results of the dental caries examination of groups A and 
B. The 43.1 percent decrease of carious molars and the 50.0 percent decrease 
in carious surfaces in Texas-fed hamsters over the New England-fed hamsters 
compared very closely to the initial findings* of 41 percent less carious molars 
and 47 percent less carious surfaces in the Texas-fed group. This duplication of 
results gives support to the idea that the cariogenic effect of these foods is related 
to the area where they were produced 


TABLE 2 Comparatire caries score of hamsters fed dicts containing New England 


corn and Texas milk (group C) and Teras corn and New England milk (group 
Dy) 


ber of harmst« 


Mak 


Femak 


number of 

ce 

lard er 

in numt 

dard deviation 
lard error 


ror 


er of & 


size of a 
ndard devi 


dard error 


It may be suggested that these results are due to differences in fluorine. The 
fluorine content * of the milks from Texas and New England was found to be 
2.9 and 0.3 parts per million respectively, and of the corns, 0.4 and 0.3 parts per 


* Keyes, P. H. A method of recording and seoring gross carious lesions in molar teeth 
of Syrian hamsters. J. Dent. Research 23 : 439-445, 1944. 
Nizel, A. E., and Bibby, B. G. Geographic variation of caries prevalence in soldiers 
J. Am. Dent. A. 31: 1619-1626, 1944. 
* Albrecht, W. A. Our teeth and our soils. Ann. Dent. 6: 199-213, 1947 
* Hodges, H. C Personal communication 
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million, respectively. The fluorine contributed by the corn and milk to diet B 
is calculated to be 1.8 parts per million, and that contributed to diet A is cal- 
culated to be 0.3 part per million. It is not likely that the fluorine contained in 
diet B was in itself sufficient to produce this difference, for McClure” reported 
that rats and hamsters required at least 10 parts per minute fluorine in the diet 
for caries inhibition. 

Diets A and B were analyzed for 13 nutrients, and only the riboflavin was 
found to be significantly different; it was approximately 30 percent higher in 
diet A. 





















































MEAN NUMBER OF MEAN OF CARIOUS 
CARIOUS MOLARS AREAS 
OR CARIOUS (PROJECTION ON 
SURFACES SQ. MM. GRAPH 
PAPER) 
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- 6 - 600 
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A 
S o 
Lg s + 400 
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= 3 - 100 
s 
3 = 33 : 
MOLARS SURFACES SIZE OF 
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Fieure 1.—Comparative caries experience of hamsters. (A) New England corn and New 
England milk, (B) Texas corn and Texas milk, (C) New England corn and Texas milk, 
and (D) Texas corn and New England milk in diets. 


Table 2 presents the dental-caries scores of groups C (New England corn and 
Texas milk) and D (Texas corn and New England milk). There was no statis- 
tically significant difference in the caries index. This indicates that neither 
the Texas corn alone nor the Texas milk alone inhibited the dental caries. 

The relation of all four groups to each other is shown in figure 1. Groups A, 
C, and D all exhibited a similar prevalence of dental caries, while group B (fed 
both Texas corn and Texas milk) had a statistically lower caries score than 
the other three groups. 

It appears from these results that the caries-promoting property of the New 
England foods outweighed any caries-inhibitory property of the Texas corn and 
milk, and that a mechanism operated in the New England foods that aided mate 
rially in production of dental decay. Investigations to determine whether this 
factor is organic or inorganic are contemplated. 


Mr. Kuetnrevp. I have no further questions. 
Dr. Mutter. Thank you very much, Doctor, for coming before the 
committee again. 


* McClure, F. J. Personal communication. 
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Dr. Harris. Thank you. 

Mr. Kuiernrerp. Is Dr. Taylor here? 

(The oath was administered by the chairman.) 
Dr. Mruier. You may proceed, Mr. Kleinfeld. 


TESTIMONY OF ALFRED TAYLOR, PH. D., BIOCHEMICAL INSTITUTE 
OF THE UNIVERSITY OF TEXAS, AUSTIN, TEX. 


Mr. Kuerretp. What is your academic background, Doctor ? 

Dr. Tayrior. I have a doctor of philosophy degree. 

Mr. Kuerwretp. Where did you get your doctor of philosophy de- 
gree ¢ 

Dr. Taytor. Oregon State College. 

Mr. Kuiernretp. And what was the work done in connection with 
your thesis ¢ 
' Dr. Taytor. My particular problem was the effect of thyroidectomy 
on the salamander. 

Dr. Mitter. On what, Doctor? 

Dr. Taytor. On the salamander. 

Dr. Mituer. Amphibious. How many thyroids does a salamander 
have ¢ 

Dr. Taytor. They have thyroids very much like ours, one on each 
side of their neck. 

Mr. Kieireip. What is your special field of professional interest ? 

Dr. Taytor. At the present time and for the past 11 years, I have 
been with the Biochemical Institute of the University of Texas, and 
part of an organization which has been doing extensive work in the 
field of cancer research. We have also done some work in the field of 
nutrition. 

Mr. Kiernreip. And you are connected in what capacity with the 
University of Texas? 

Dr. Taytor. Research scientist. 

Mr. Kiernreip. How long have you been engaged in that capacity ? 

Dr. Taytor. Eleven years. 

Mr. Kiernretp. Are you connected with the Clayton Foundation 
for Research, of Austin, Tex.? 

Dr. Taytor. The Clayton Foundation has been very generous in 
contributing funds for our work over the entire period. 

Mr. Kuieryrevp. Are you a member of any professional societies, 
sir? 

Dr. Taytor. I am a member of the American Society of Cancer 
Research, Inc., Society for Experimental Biology and Medicine, a 
fellow of the American Association for Advancement of Science, and 
a fellow of the New York Academy of Science. 

Mr. Kiernretp. Have you had any papers published in the profes- 
sional publications ? 

Dr. ‘Taytor. I have had 53 papers to date, all of which represent 
scientific reports, published in the journals. 

Mr. Kiernrevp. All published ? 

Dr. Taytor. All published. 

Mr. Kieryrevtp. Generally in what field, sir? 

Dr. Taytor. Generally in the field of cancer. 

96568—52—pt. 3——-31 
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Mr. Kuervreip. Any in the field of nutrition and endocrinology ? 

Dr. Taytor. Some in the field of endocrinology and some in nutri 
tion. 

Mr. Kiernrecp. Have you had any papers published in connection 
with the fluoridation of public drinking water ¢ 

Dr. Taytor. None. 

Mr. Kurrnrevp. Are you working on any which may be published / 

Dr. Taytor. Yes, we do conte mpl: ite several papers in the course of 
time, one of which is now ready for publication. 

Mr. Kiewyreip. Please read your statement, Doctor. 

Dr. Taytor. Mr. Chairman, ] appreciate very much the unique im 
portance of the work of this committee to the American people and 
it is a privilege to be invited to contribute to these open hearings on 
the fluoridation of public drinking waters. 


SODIUM FLUORIDE IN THE DRINKING WATER OF MICE 


About 2 vears ago experiments were set up in our laboratory to 
test the effect of sodium fluoride in the drinking water of mice on 
mammary cancer incidence. The research was undertaken as a part 
of our continuing project of screening various compounds for possible 
anticancer effects. The research was not initiated with any thought 
of possible implications for the current program of fluoridating urban 


water supplies. 

Sodium fluoride in low concentrations is known to inhibit tissue 
glycolysis (Lipmann, F. Biochem. Ztschr., 227, 110 (1930)) and it 
has been reported that tumor tissue is more — in this respect 
than nontumor tissue (Sellei, G., and Jany, J. Biochem. Ztschr., 239, 
94 (1931)). Further, experiments have indie: ated that the respiration 
of tumor tissue is increased by sodium fluoride whereas nontumor 
tissue is little affected (Sellei, G. and Jany, J. Biochem. Ztsehr., 239, 
94 (1931)). Beeause of such prope ‘ties sodium fluoride has been 
investigated by several workers from the standpoint of its possible 
value in tumor therapy with negative results. 

Experiments 1 and 2, tables 1 and 2, were completed before the other 
experiments were begun. The number, age, and strain of the mice 
and duration of the experiments are contained in the tables. 

The first experiment consisted of C3H mice, a strain in which 
the females normally die with mammary cancer, that is, naturally 
occurring tumors account for about 95 percent of deaths in this group. 

Each group was maintained as far as possible under identical con 
ditions except that the controls received distilled drinking water and 
the experimental animals drank distilled water containing 1 milli- 
gram of sodium fluoride per liter, which is 0.45 parts per million 
fluorine, for experiment 1 and 10 milligrams per liter, which is 4.5 
parts per million of fluorine, for experiment ie 

We arrived at these levels by experiment. We had just a very 
slight knowledge of the whole fluoridation program at the time these 
experiments were begun about 2 years ago, and we simply tried various 
levels on the mice. We wanted a subtoxie level and we wanted to find 
the effect of giving this water to the mice over their entire lifetime. 
by trying various levels we finally arrived at these, which happened 
to be very close to those that are advocated for public drinking waters. 


All but three of the deaths recorded for experiment l were due ti 
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mammary tumors and all the deaths in experiment 2 were in this 
category. 

The deaths as they occurred are expressed in cumulative percent in 
table 1. In table 2 the results are shown on the basis of the death rate 
per 100 animals for each month of the experiment. At the beginning 
of each month, the control and experimental animals remaining con- 
stituted a new group and the death rate for the month was calculated 
in relation to that number. 

Dr. Mrier. Were these experiments all carried out on mice who 
were susceptible to tumors ¢ 

Dr. Taytor. Yes. In experiment 1, the mice were 4 months of age, 
and in experiment 2 they were 6 months of age. A 4-month-old mouse 
is about like a 20-year-old person. In other words, these were young 
mice and had this fluoridated drinking water during their youth and 
middle age. In effect, in these two experiments running a total of 19 
months, each month constituted a separate trial. Since there were 
no deaths in either group for 7 of the 19 months, there remain 12 
months when there were deaths in one or both of the distilled and 
fluoridated water groups. Inspection of these figures in table 2 shows 
that the death rate was higher in the mice receiving the fluoridated 
water in every one of the 12 months in which deaths occurred. 

IHlaving completed those two experiments, we, of course, were quite 
impressed. We had not achieved what we had expected, as what we 
were hoping for was to find something that would lower the incidence 
of cancer. On the other hand, we had what might be important in 
formation. Actually, as our further work showed, there was no change 
in the incidence of cancer, but the evidence indicated that this condi 
tion developed earlier in those receiving the fluoridated water. 

Five more experiments have been completed utilizing older female 
mice already at the age when tumors can be expected. I might inter- 
polate here that the reason we used older mice in these other exper!- 
ments is that contrary to what we wanted, a rumor got out about this 
earlier work. We were subjected to quite a little harassment and 
communication and we were more or less pushed into trying to get 
somet hing faster. So we used older mice groups in these other five 
experiments. We did not really want to do that because, as you notice, 
there is quite a difference between those first two groups and their 
ages and the rest of the mice in the table. 

These other 5 experiments were set up bringing the total number 
of animals used in these experiments to 141 controls and 140 experi- 
mentals, with a total of 281 mice in the 7 experiments. The experi- 
mental groups in these 5 experiments all received 2.21 milligram 
sodium fluoride per liter, which is 1 part per million of fluorine, in 
the drinking water. Otherwise the procedure was the same as for 
experiments | and 2. 

Experiments 3 and 4, as you will observe in the table, utilized a 
different strain of mice. Experiment 3 consists of 26 in the controls 
al d %6 1n the expel imental. dba mice, which have about 50 percent incl- 
dence of cancer. In the first two experiments we used a high cancer 
strain, and the second variety of mice had a medium susceptibility. 

The total death rate Yiven in cumulative percent and the death rate 
per hundred per month was higher in the fluoridated water group to 
about the same degree as In experiments l and Z. Lhe death rate per 
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month shows there were 4 months where the controls were higher and 
11 where the experimentals were higher. 

In these particular groups, experiments 3 and 4, about half the 
deaths were noncancer, and that rules out any specific connection with 
cancer, at least on the basis of these data. 

In experiments 5, 6, and 7, C3H female mice were used. The number 
and age of animals and duration of experiments are shown in the 
tables. It will be noted that in experiment 5 the controls showed 
a higher death rate in cumulative percent than the experimental ani- 
mals. In the 7 months of experiment 5, the death rate per 100 as 
between the two groups was the same for 1 month and was higher in 
the experimental animals for 3 of the remaining 6 months. Experi- 
ments 6 and 7 showed a higher death rate in cumulative percent in the 
experimental groups. The death rate per 100 was higher for the fluor- 
idated water group in 11 of the 16 months of these two experiments 
when deaths occurred in one or both groups, it was the same for | 
month, and higher in the control in 4 months. 

As the data indicate, there were for the seven exeperiments 50 
monthly records when deaths occurred in one or the other of the paired 
groups of mice. Of this number the death rate per 100 was the same 
for both control and experimental groups in two of the months; it was 
higher in the controls in 11, and higher in the mice receiving fluo- 
ridated water in 37. 

The results show no change in the incidence of cancer, but rather 
indicate a shorter life span in the mice receiving the fluoridated 
water. In other words, if a mouse were destined to die of cancer, this 
disease developed earlier in the group receiving the treated water, and 
the same was true for other diseases. It is also noteworthy, that the 
control and experimental animals appeared to be equal in health and 
vigor in the predisease state. 

The life span of a mouse is about 2 years so that 1 month of a 
mouse’s life is roughly the same as 21% years of a human life. Experi 
ments equivalent in time to those recorded here if done with human 
beings would require 17 to 27 years. 

It shoukd be emphasized that this study utilized sodium fluoridated 
cistilled water. It cannot be assumed without research that othe 
inorganic fluorine-containing compounds are equivalent from the 
standpoint of total biological effects. It is also evident that where 
fluorine occurs naturally in water in unknown complexes a still diffe: 
ent problem is presented. The effects of fluoridation may be quite 
different for hard and soft waters. 

In research of this kind many investigations are necessary before one 
comes to a definite conclusion. It does seem, however, that the weight 
of the data makes the thesis, that sodium fluoridated water has no 
harmful effects on the body, open to question and in need of further 
study. 

At the present time other investigations of the biological effects of 
sodium fluoridated drinking water are in progress in our laboratory. 
These studies are not yet advanced enough to warrant consideration of 
particular data. However, it is worth noting that researches into 
different aspects of the problem have given further indication that 
drinking fluoridated water—one part per million fluorine—is asso 
ciated with adverse physiological reactions. 
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The author is grateful to Dr. Roger J. Williams for his interest and 
helpful suggestions and to Oleta A. Klatt, Nell Carmichael, and 
Tamara Sorokin for their collaboration in the research. 

The fluoridation of public waters: 

At the present time the fluoridation of public water supplies is being 
vigorously and successfully promoted as a means of improving dental 
health. The idea is very attractive. It seems to be a simple and in- 
expensive way to lower the incidence of dental caries for large numbers 
of people. 

Unfortunately, the procedure involves the treatment of drinking 
water with a low concentration of a highly toxic chemical compound. 
Since this is so, it is obvious that no one would advocate such a pro- 
gram even though there were gains in dental health if there were any 
possibility of unfavorable effects on the body. A mistake in an affair 
of this kind could have very serious consequences, since such a large 
number of people would be affected. Hence, it would be assumed 
that the final decision would be made only after careful and exhaustive 
laboratory research had shown the procedure to be safe for all the 
people, regardless of age, state of health, or peculiarities of individual 
biochemistry. However, a search through the literature reveals that 
the possible nondental aspects of fluoridated water have received very 
little attention. Further, certain points which may be of critical 
importance seem to have been completely ignored. 

The case for the fluoridation of public waters should be supported 
by two separate categories of research data, one demonstrating its 
value in dental health, and the other establishing the absence of un- 
favorable effects on the body as a whole. It appears that there has 
been a very great preoccupation with the first of these problems. As 
a result, the impression is created that only dental tissues are involved 
and that a fluorine concentration which does not injure the teeth can 
on that basis alone be considered nontoxic. Also, on the sole criterion 
of the effect on the teeth, it is assumed that equal concentrations of 
fluorine have equal biological effects regardless of whether it occurs 
naturally in the water or 1s added in the form of various fluorides. In 
other words, we are not to anticipate that the effect of fluorine on 
nondental tissues will be influenced by the presence or absence of vari- 
ous other chemical elements or by the type of combination between 
fluorine and other elements. The real truth about this can only come 
from laboratory investigation. Nevertheless, the fluoridation program 
was initiated without research data on this important point. 

Another assumption implicit in the program of fluoridating public 
waters is that people are so biologically and biochemically alike from 
one individual to another that it is practical to give all the same 
dosage of a biologically highly reactive chemical. It is admitted that 
|.5 parts per million of fluorine has observable toxic effects for many 
individuals, but those who advocate fluoridation consider that 1 part 
oe million is perfectly safe for everyone. A recent University of 

‘exas publication by Dr. Roger J. Williams and his coworkers con- 
tains the report of a laboratory investigation which indicates that 
human beings differ very much in their biochemistry. Correspond- 
ing values obtained from different individuals may vary by as much 
as several hundred percent. 

It is well known, of course, that people differ strikingly in their 
toleration of various drugs and that individual idosyncrasies must be 
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considered not only with respect to drugs but even where foods ar 
concerned. It would be surprising if there were not a few people in 
every thousand with a particular sensitivity to fluoridated water. Ii 
such individuals are present in cities that have initiated the program, 
there is no way of knowing anything about it. In the first place. 
there can be no dental effects for the great majority of the people ; and, 
since the possibility of nondental effects is denied, it would be im 
possible for anyone to prove that their illness or lowered vitality was 
in any way connected with the treated water. 

The possible effect of drinking sodium-fluoridated water over most 
of the life span cannot be known at present, since the first such project 

ras undertaken only about 7 years ago. In the mice experiments there 
was no observable difference in health between mice drinking the 
treated and the untreated water in the predisease stage. It has been 
reported that 90 percent of the fluorine taken into the system in the 
form of sodium fluoride is excreted through the skin and kidneys. 
This still leaves the possibility of a considerable accumulation of fluo 
rine in the period from birth to middle and old age. Also, these tests 
were undertaken with young men near the peak of their biological] 
effectiveness. What would be the effect on old people or on individuals 
suffering from varrous chronic illnesses ? 

There is one minor point that seems worth some comment. The 
sponsors of fluoridation state that it is analogous to chlorination, but 
there is a vital distinction. Chlorine is put into the water as a gas to 
purify it. As the water comes from the tap some of this gas is dissi- 
pated, and slight heating drives off that which remains. Fluorine 
is put into the water as a fluoride, which remains permanently for the 
purpose of affecting a body tissue, the teeth. In other words, fluortda- 
tion is very definitely a type of medication, whereas chlorination is 
just as definitely not. 

Those who have endorsed the fluoridated-water program are fre 
from all doubts concerning any possible ill effects such treated wate 
might have on the human body. It is unthinkable that where so much 
is at stake they would advocate such a measure if they considered 
there was the slightest basis for uncertainty. Hence, it follows that 
to them research on this aspect of the program Is unnecessary since 
it must, if it isa valid investigation, merely confirm what they already 
know. 

It is a little difficult to understand how this state of complete assur- 
ance about the matter has arisen and in so short a time. In an article 
entitled “Epidemiological Studies in the United States.” by Dr. H 
Trendley Dean, Dental Director, United States Public Health Service, 
presented in 1944 and appearing in a publication of the Americar 
Association for the Advancement of Science entitled “Dental Caries 
and Fluorine,” there appears this statement: 

Assuming that properly planned and sufficiently complete studies demonstrate 
the harmlessness of long-continued use of waters of considerably higher fluorid 
concentration than 1 part per million for effects other than the teeth, it would 
seem that the next step would be a practical test of his hypothesis, utilizing huma! 
populations, 

Just 1 year later, 1945, the fluoridation of a public water supply was 
instituted in Grand Rapids, Mich., and in several other cities. 

It would seem that public interest would be best served by a mor 
cautious attitude before instituting a program which involves adding 4 
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chemical to drinking water that is so toxic it has been used for years 
as a rat and roach poison. No matter how low the concentration of 
such a toxic compound in the drinking water may be, the public should 
have the benefit of the doubt and the procedure should be considered 
harmful until proved otherwise. 

(The charts presented by Dr. Taylor are as follows :) 


TABLE 1.—Total deaths in cumulative percent for female mice supplied fluori 
dated (experimental) and distilled (control) drinking water 
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Dr. Mrtier. Let me ask the doctor a question. 

Does fluorine form a chemical reaction with other chemicals? Say 
you had fluorine with other chemicals, whether alkali or acid, would 
you get some other chemical, or a chemical reaction ¢ 

Dr. Tayutor. Very likely. There has not been much work done as 
far as conditions in water supply are concerned, but 

Dr. Mutter. Would fluorine unite with calcium or calcium fluoride ? 

Dr. Taytor. There are various forms of fluorides. 

Dr. Miter. What do you get, for instance, with calcium fluoride 
and fluorine mixed together ¢ 

Dr. Taytor. Calcium fluoride is a relatively stable compound, and 
there should be no effect. 

Dr. Mutter. The magnesium in Epsom salts, what reaction would 
you get from mixing it with fluoride? 

Dr. Taytor. There would probably be some reaction between the 
two. 

Dr. Mitter. Do you know of any toxic chemical that might be 
formed when fluorides might be mixed with something that would be 
more or less nontoxic? 

Dr. Taytor. I do not have any information on that. 

Dr. Mitier. You say sodium fluoride is used in rat poison? 

Dr. Tayvor. Sodium fluoride has been used for many years as rat 
poison. In fact, one of the manufacturers told me that was the chief 
use of it until recently. 

Dr. Mitier. Does it taste good, or has anybody tried to taste it; do 

you know! The rats apparently like it. 

Dr. Taytor. Apparently it must be fairly tasteless because rats 
are pretty discriminating animals. 

Dr. Miter. In what form is it used—in a biscuit, and what con- 
centration ? 

Dr. Taytor. I don’t know. I never happened to use it as rat poison. 
In roach poison, sodium fluoride is used as a powder. 

Dr. Mutter. Now, when you put sodium fluoride in the water, or 
whatever they use in the water to fluoridate, is that dissolved, like 
chlorine ? 

Dr. Taytor. It is dissolved as a fluoride. To chlorinate the water, 
chlorine gas is used; but to fluoridate, the element is added in the form 
of a salt like putting sodium fluoride in the water. 

Dr. Mriuer. Is it as easy to control as chlorine when you use chlo- 
rine gas‘ Are - fluorides as easy to control as the chlorine? 

Dr. Taytor. I do not know too much about it; but, from what I 
know, it does seem to be as easy to handle it from that standpoint. 

Dr. Mitzer. Speaking about the fluorides in water, of course, we 
use water for some of the things like canning fruits, in tea and coffee 
and beer and wine and a lot of places. Would the use of water that 
has fluorides in it affect beer or wine or canned fruits? 

Dr. Taytor. I have not encountered any reports in this regard. 

Dr. Mrtier. I was out in a section of the country this last week 
where they advertise a beer that is made out of spring water, and 
something happened to the spring water. They had to go to some 
other water, and there was something in the water that affected this 
beer. They had to get back to the spring water in order to get the 
best type of beer that people liked. I am wondering whether the 
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fluorides that might come into this or wine or even in the making of 
preserved fruits might affect it. 

Dr. Tayvor. It might affect the yeast, of course. I do not know. 

Dr. Miter. Would you say what w ould happen with the hops and 
yeast? Would there be a chemical reaction of some kind that might 
change the formula or the taste of it? Is not that possible? 

Dr. Taytor. Ve ry possible. We do know, of course, in the mouth 
certain bacteria are affected. 

Dr. Minter. When you boil water are the fluorides boiled out? 

Dr. Tayior. No. 

Dr. Mitier. No? 

Dr. Tayior. No; you can boil it down to the residue and still have 
the fluorides. 

Dr. Miter. If I take a gallon of water and am going to make some 
preserves out of it and mix whatever I am going to put in there to 
make preserves, and I boil the water, it might be that I get a little 
heavier dose of fluorides in this preserved article because I eliminate 
the water? 

Dr. Taytor. Absolutely. Or if a woman leaves a kettle on and boils 
it down, as they do, and get absent-minded while making a cup of 
tea, she might have 10 times the amount of fluoride she would have 
normally. 

Dr. Mitier. I was going to come to that next. It cannot boil down? 

Dr. Tayvor. No. 

Dr. Muxer. It is not like chlorine? 

Dr. Tayior. The chlorine goes out. 

Dr. Miiier. It disappears? 

Dr. Tayvor. Yes. 

Dr. Mitier. Some of the bromides disappear in the atmosphere. 

Dr. Tayior. That is right. 

Dr. Miiuer. So, if I took a large amount of water and boiled it down 
trying to get distilled water, I would still have some fluorides? 

Dr. Tayzor. That is right. 

Dr. Mitter. Something in the water that would not be good for us? 

Dr. Tayxior. That is right. The more the water is boiled the higher 
becomes the fluoride concentration. 

Dr. Mitter. I wonder, too, in surgical operations where they use the 
water to boil instruments, whether it has any effect on nickel or the 
instruments sometimes used. I suppose it is too small an amount, un- 
less you had large amounts of fluoride. 

Dr. Tartor. Probably so. 

Dr. Mixer. I think you would get some reaction eventually if you 
used too much fluoride in some of the water. 

What cities now presently use fluorine in their water; do you know? 

Dr. Tarxor. I do not know. Of course, that is really out of our field, 
you see. 

Dr. Mriuier. I know, you are scientists. Do you think this Con- 
gress or this committee—of course we are not a legislative committee, 
but we are going to make some recommendations, I guess, after a 
while—do you think that C ongress itself ought to pass some law regu- 
lating fluorine in water, or should we leave it to the several States 
and cities to make that decision ? 

Dr. Tayxor. I think if they have all the facts, that the people can 
be depended upon to decide this very effectively. 
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Dr. Mitier. If we give them all the facts? 

Dr. Taytor. We have had a lot of correspondence, and just on the 
little bit we have done a number of cities—in fact, 20 cities in Texas 
are holding off the program because of the work we are doing in the 
laboratory, even though these cities are subjected to a lot of pressure 
from other sources trying to get them to hurry up with the program. 

Dr. Miniter. It is well this group interested themselves in this par- 
ticular subject as to what would happen with the use of fluorides. 

As a doctor, it seems to me people are a little bit anxious about it 
and may be going into the program without knowing exactly what 
might happen. 

Dr. ‘Taytor. We have letters—people ask us if sodium fluoride is 
toxic—showing how little information there is in many quarters. 

Dr. Miter. For instance, in rat poison it might be toxic / 

Dr. Tayrtor. Yes. 

Dr. Mitier. If you told people you put rat poison in water to cure 
caries, it might raise several eyebrows. 

Dr. Tayrvor. Yes. 

Dr. Miiier. I do not think you ought to say that, though, and the 
press maybe ought to tone that down a little. 

Dr. 'Tayicr. After all, it is a fact, and about the only way you can 
bring home the fact. 

From the standpoint of physiology, we consider sodium fluoride 
to be one of the most biologically active compounds. We use it in all 
sorts of vitroexperiments. I have quite a lot of respect for the toxicity 
of this compound, and I think we might as well know the facts about 
It. 

Dr. Mitier. That is true also of other chemicals we take in food 
if we take an overdose—it is poisonous, 

Dr. Tartor. I know of no other chemical used in food or drink 
which is toxic enough to be used as a practical poison. 

Dr. Mruuer. Yes. 

Dr. Taytor. The fact that it was used as a rat poison shows it has 
a high order of toxicity. There are only a few compounds you can 
use in that way. 

Dr. Mitier. Of course, it is rather difficult to get around testimony 
like we had earlier before the committee. Dr. Bruce D. Forsyth, 
Assistant Surgeon General, Chief Dental Officer, Public Health 
Service, appeared before the committee on February 13 this year, and 
in his closing statement I notice he said this: 

Again in my opinion it is the most remarkable public-health preventive devel- 
oped in this country. It is not a question—can a community afford fluoridation 
of drinking water, but can a community not afford fluoridation. 

Dr. Taytor. From the standpoint of research we think there is a 
doubt. That is all I am trying to say. I do not say I know it has 
bad effects, but I think the ‘weight of our research is such that there 
should be a doubt. 

Dr. Mitter. Do you know whether the American Public Health As- 
sociation or the Association of State and Territorial Health Officers 
or the National Research Council and the American Medical Asso- 
ciation carried on any research before they endorsed it? 

Dr. Taytor. We have been trying to find some record of research 
done with animals on this problem, as I pointed out and as the gen- 
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tleman before me pointed out, and we have not been able to find any 
record of such research. 

Dr. Mituer. I think that is all. 

Mr. Kuernreip. Dr. Taylor, in connection with your experiments 
which you described in your statement, with the exception of the 
drinking water were the controls and experimental mice in the same 
experiments fed exactly the same diet ? 

Dr. Taytor. They were fed'the same diet. We used’ Purina, a labo- 
ratory chow used by a great number of laboratories all over the coun- 
try, and we have used it for about 10 years. This diet has fluorine 
in the fish meal that it contains. 

Mr. Kiernrecp. How much fluorine? 

Dr. Tayxor. Pardon me. 

Mr. Kuernreirp. How much fluorine? 

Dr. Tayitor. We have never made any analysis ourselves. The only 
analysis we have was one made here in Washington, and in that par- 
ticular sample it ran around 38 parts per million. 

Mr. Kierrevp. That is a pretty considerable amount, is it not ? 

Dr. Taytor. That is, but, of course, if the fluorine was in the form 
of some insoluble compound it would not necessarily have any bio- 
logical effects. There is quite a difference between taking fluoride in 
food: and in water. The water immediately gets into the blood and 
throughout all the tissues. In the food the element ordinarily will 
evo through the liver, and the liver is a detoxifier. 

We have been giving our mice this diet for about 10 years. The 
experimental and control groups of mice consisted of paired cages of 
inbred animals, both groups receiving this diet. The only difference 
then was the sodium fluoride in the drinking water of the mice in 
the experimental group. It has not been shown that fluorine in the 
food was present in the form of sodium fluoride which was the com- 
pound we used in the drinking water. 

Mr. Kie1nretp. Why did you use that particular diet which con- 
sists of a fairly large amount of fluoride ? 

Dr. Taynor. It is a standard diet. 

We are doing experiments now in which the mouse diet contains 
practically no fluorine, and we have had the same results so far. So 
that we are not very concerned. We are not claiming these data are 
infallible, and all we say is that they insinuate a doubt, certainly 
pointing to the necessity for more research. 

Mr. Kuervrecp. The same as what ¢ 

Dr. Tayior. Sodium fluoride in the drinking water is associated 
with bad physiological effects. 

Mr. Kiervrecp. What diet are you using in those experiments ? 

Dr. Taytor. Whole grain, powdered milk, and various other in- 
gredients, for instance, barley, wheat, rolled oats, and so on. A very 
good diet which does not contain an appreciable amount of fluorine. 

Mr. Kustnrenp. Have you completed those experiments yet ? 

Dr. Tartor. No. The type of experiment, however, is such we 
hope within a few months to be able to have a report. 

Mr. Kiernreip. Would you say you have any—— 

Dr. Taytor. So far they substantiate these first results. 

Mr. Kieryreip. And you say a number of cities in Texas are hold- 
ing up fluoridation of their drinking water because of the experi- 
mental work you have carried on ? 
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Dr. Tarior. According to the State Health Bureau, about 20 
cities. 

Mr. Kuervreitp. Do you feel you are in a position to condemn 
the fluoridation of drinking water? 

Dr. ‘Tayior. I feel we are in a position to say that a city should 
wait until we have had time and other laboratories have had time 
to investigate this further. 

Mr. Kiernreitp. What types of animals did you use in the experi 
mental work described in your statement here—just mice? 

Dr. Taytor. Just mice; two different strains of mice—one high can- 
cer strain and one medium cancer strain. 

Mr. Kiervreip. Only two species ¢ 

Dr. Tayvor. That is right, two varieties. 

Mr. Kuiervreip. What kind of animals are you using in the new 
experimental work you are carrying on ? 

Dr. Taytor. We are still using mice. 

Mr. Kiernrevp. And the same type of mice? 

Dr. Taytor. The same type of mice. 

Mr. Kuirrvrevp. Do you think it would be advisable to use some 
other animals in your experimental work ? 

Dr. Tayuor. Yes; I do. I hope that other laboratories will take 
up this problem and work on it. Our main project, of course, as 
I mentioned before, is concerned with cancer research, and we do not 
feel that we can take too much of our cancer research time for this 
other problem. But we will go on however, with the lines we have 
already started and try to complete them. 

Mr. Kierxretp. Would it not be well to conduct similar experi- 
mental work on other animals such as hamsters? 

Dr. Tayvor. I think that hamsters would be very good. They seem 
to be more sensitive to fluorine possibly than mice. 

Mr. Kiernrevp. Did the results of your experimental work indicate 
in any way that the addition of a compound like sodium fluoride to 
drinking water has any effect whatsoever on the incidence of cancer? 

Dr. Taytor. No, our data doesn’t indicate that. 

Mr. Kieinrecp. On page 2 of your statement, the last paragraph, 
you indicate that your experiments show that while there was no 
change in the cancer incidence of the mice, which you just mentioned, 
cancer developed at an earlier age in the lanatieneuiel group than in 
the control group. 

Dr. Tayvor. That is right. 

Mr. Kiernrevp. As a consequence animals in the experimental group 
who developed cancer died at an earlier age than the control animals 
that acquired the cancer later on. 

Will vou describe that in some greater detail? What significance 
does that have, if any, so far as people are concerned ¢ 

Dr. Taytor. The data that we have indicate that a shortening of 
life span is the result. So that as far as people are concerned, on the 
basis of our mouse work, it would mean possibly 3 to 5 years in a 
human life. In other words, it would mean a shortening of the life 
span of the human population if these results apply to human beings. 

Mr. Kiersrecp. You cannot carry those results over, can you? 

Dr. Taytor. No: we cannot. It might be more severe and it might 
be less severe, or it might have no effect when people are concerned. 
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Before a particular drug goes on the market, it is tried first of all 
on animals, and then if it proves to be nontoxic for rats and mice, 
it may be tried in some experiments with voluntary human subjects. 

Mr. Kiernrecp. You would have a much better picture one way or 
the other if you used two or more species of animals and fed them a 
diet which did not contain appreciable amounts of fluorine; is that 
not correct ? 

Dr. Tayzor. The best test of all, from the standpoint of other than 
human, would be monkeys. They react similarly to human beings. 
However, they live longer than mice and it would not be possible to 
get the data in such a short time. 

Mr. Kuetnrevp. As I understand your statement, Dr. Taylor, you 
are not saying that the results of your experiments necessarily reflect 
what will happen to people if they ingest one part per million of 
fluorides in their drinking water ¢ 

Dr. Taytor. That is right. 

Mr. Kuiernrevp. Is it that you are suggesting merely that further 
study should be had ? 

Dr. Taytor. That is right. 

Mr. Kuiernrevp. That is the conclusion you come to? 

Dr. Taytor. That is right. It simply puts a doubt where there has 
been no doubt and indicates the need for further study and more 
caution. 

Mr. Kiernrevp. At the top of page 3 of your statement, Doctor, you 
say that both the controls and experimental animals appeared to be 
equal in health and vigor in the predisease state. 

Can we say, then, from your observations it would seem that the 
addition of a fluoride to the diet of those mice did not result in a 
generally unhealthy appearance that was discernible? 

Dr. Taytor. That is right. As far as we could observe from their 
behavior and handling and so on, you could not pick one group out 
from the other on that basis. They appeared to be identical. 

Mr. Krernrevp. At the top of page 4 of your statement you state : 

On the sole criterion of the effect on the teeth, it is assumed that equal con- 
centrations of fluorine have equal biological effects regardless of whether it 
oceurs naturally in the water or is added in the form of various fluorides. In 
other words, we are not to anticipate that the effect of fluoride on nondental 
tissues will be influenced by the presence or absence of various other chemical 
elements or by the type of combination between fluorine and other elements. 

And you say that the real truth about this can only come from 
laboratory investigation. 

As I understand this statement, Dr. Taylor, are you saying that not 
only can we not assume that the various inorganic fluorine-containing 
compounds are equivalent from the standpoint of total biological 
effects, but by the same token we cannot assume that naturally occur 
ring fluorine in the water will be equivalent from the standpoint of 
total biological effects with all or any one of the inorganic compounds 
like sodium fluoride? Is that a correct statement ? 

Dr. Taytor. That is correct. 

Mr. Kieryrevp. You are saying that unless we are certain that the 
effects upon the body of naturally occurring fluoridated water is ex- 
actly the same in all respects as artificially fluoridated water, statistics 
and investigations of populations in naturally fluoridated water areas 
are of no considerable value in considering the program of artificially 
fluoridating water. Is that your position / 
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Dr. Taytor. That is right. For instance, we have completed a sur 
vey of 42 different metal chlorides. We found that the effects of tw: 
metal chlorides together cannot be predicted from the known biologi 
cal effects of them separately. And we found that the presence of 
other elements invariably changed the biological effects of the mate- 
rials we were dealing with. 

It is quite evident that the same principle would apply to the various 
forms of fluorides. Actually animal work should be undertaken wit! 
the fluorides as they occur naturally. There should be an experiment 
set up, for instance, along the lines that we did, testing naturally occur 
ring fluorides and artificial fluorides, testing water from different 
sources, 

The only way we can get an answer to that is to get it in the labora 
tory, we cannot sit back and say, “I don’t think there is anything to it.” 
That doesn’t work where the issues are so serious. 

Dr. Mirirr. One question there, Mr. Counsel. 

Then you would say that the addition of fluorides to water in some 
instances which contains more sulfur or calcium or magnesium or 
lithium or several other compounds— 

Dr. Taytor. That is right. 

Dr. Minier. That the reaction of fluorides in that type of water 
would be different if you did not have the chemicals in the water? 

Dr. Taytor. That is right. For instance, in Portland, Oreg., the 
water there can be used in batteries, just like distilled water. Putting 
sodium fluoride in such water might have one effect, and putting it 
in another place where conditions are different might have a different 
effect. 

Dr. Mitier. Then cities contemplating the use of fluorides ought to 
know what chemicals they have in their water and what reaction might 
take place should the fluorides be used ¢ 

Dr. Taytor. Yes. 

Dr. Mitier. Because if you had drinking water that smelled so 
much of sulfides it smelled like rotten eggs, or out in some area where 
there is a large amount of alkali, or where the water is very soft, the 
reaction would be different ? 

Dr. Taytor. That might be very important. 

Dr. Mruuer. Yes. 

Mr. Kuernretp. To simplify it, or perhaps this is an oversimplifica- 
tion—are you saying that if you want to find out the effect of compound 
X you must experiment specifically in the laboratory with compound 
X and not be confident with results of compound Y even though thie 
two may be fairly closely related? Is that what you mean? 

Dr. Taytrr. That is right. 

Mr. Kiernrevp. Is your position in general accord with other scien- 
tists, would you say? 

Dr. Taytor. I think so. I think if you were to take a panel of re- 
search scientists and put that proposition before them, they would be 
unanimous in saying that you would have to try it out before you 
could know what the results were going to be from a biological stand- 
point. 

Mr. Kuernretp. There might be some difference of opinion, | 
suppose ¢ 
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Dr. Taytor. There might be difference of opinion as to how to ap- 
proach the problem, but I think that all would agree that this informa- 
tion could only be obtained through laboratory work. 

Mr. Kueinrevp. That is all I have. 

Dr. Mitter. Thank you, Doctor, for your interesting and stimulat- 
ing testimony. 

Are there any other witnesses ? 

Mr. Kurinrevp. None today, no, sir. 

Dr. Mitier. That committee will stand adjourned. 

(Whereupon, at 11:55 a. m., the committee adjourned subject to 
the call of the Chair.) 
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THURSDAY, FEBRUARY 21, 1952 


House or RepresENntTATIVEs, 
SeLect Commirree To INVESTIGATE THE 
Use or Cuemicats In Foops anp CosMeTICs, 
Washington, dD. C’. 

The select committee met (pursuant to H. Res. 74 and H. Res. 447, 
82d Cong., Ist sess., continuing the investigation and study begun 
under authority of H. Res. 323, 81st Cong., 2d sess.), at 9:30 a. m. 
in room 429, Old House Office Building, Hon. James J. Delaney, 
chairman, presiding. 

Present: Representatives Delaney, of New York; Hedrick, of West 
Virginia; and Miller, of Nebraska. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel. 

The Cuatrman. The committee will come to order. 

Mr. Kurrnrevp. Dr. Blayney is the first witness. 

(The oath was administered by the chairman. ) 

The Caarrman. You may proceed. 


TESTIMONY OF J. R. BLAYNEY, D. D. S., PROFESSOR, DENTAL SUR- 
GERY, AND DIRECTOR OF THE WALTER G. ZOLLER MEMORIAL 
DENTAL CLINIC, UNIVERSITY OF CHICAGO 


Mr. Kuernreitp. Will you give your name and address to the re- 
porter ¢ 

Dr. Buayney. J. R. Blayney, Chicago, Il. 

Mr. Kurrnrevp. Dr. Blayney, what degrees do you hold? 

Dr. Buarney. I hold a bachelor of science, master of science, and 
doctor of dental surgery. 

Mr. Kiernrectp. Where did you obtain your D. D. S. degree ¢ 

Dr. Barney. Northwestern University. 

Mr. Kiernrevp. What year? 

Dr. Buaynry. 1913, 

Mr. Kieinrecp. What has your professional career consisted of 
since then ? 

Dr. Buayney. Five years of general practice. Since 1918 I have 
been devoting my entire time to teaching and research. 

Mr. Kiernretp. Where have you been conducting this teaching and 
research ? 

Dr. Barney. For the first 18 years at the University of Illinois 
College of Dentistry and since 1936 at the University of Chicago. 

Mr. Kietnrecp. What is your connection with the Evanston, II1., 
dental caries study ? 
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Dr. Buayney. I happen to be the director of that program. 
Mr. Kuernrevp. As director, what generally are your duties / 

Dr. Barney. I prepared the protocol which then was submitted to 
many other people for discussion and advice, selected the staff, keep " 
supervisory eye on all the activities, supervise the preparation of and 
very carefully check all reports. 

Mr. Kuetvrecp. When did this study commence ? 

Dr. Buayney. The latter part of January 1946. 

Mr. Kiernrecp. Will you please read your statement, sir? 

Dr. Brayney. The dental profession and the general public hay 
demonstrated a growing interest in the fluoride content of commun 
water supplies since Margaret Smith and coworkers definitely esta 
lished their relation to mottled enamel. At first fluorides were co 
sidered as an undesirable constituent: however, following the exce! 
lent epidemiological work of H. Trendley Dean and associates, 
know that a minimal amount of naturally occurring flourine in 
water supply is beneficial from the standpoint of tooth decay. 

Klein has clearly demonstrated that children reared in an area 
where the water accidentally contains fluorides experience a lowe: 
caries prevalence rate than those reared in a nonfluoride area. He 
further has demonstrated that “the depressant effect of fluorides o 
caries may be approximately of equal potential for all the different 
tvpes of teeth.” However, because of the different degrees of suscep 
tibility of different teeth “the resultant effect may be a variation 
the percent reduction of caries among the different teeth.” He est 
mates a reduction of about one-third in the earies attack rate in the 
lower molars. 

These findings have changed materially the emphasis of fluoride 
studies, and we now recognize that fluorides in potable waters are a 
blessing in disguise. 

The groups with which I have had the privilege of working have 
been studying the various aspects of the fluoride problems since 19:8. 
These studies have shown that dental caries prevalence in white rats 
ean be reduced materially by the addition of sodium fluoride to t!y 
diet without apparent detrimental effects upon the other tissues o! 
the body. 

(nother study using approximately 100 dogs which were fi 
fluorides in the form of defluorinated phosphate, bone meal, a) 
sodium fluoride in quantities to provide 5 milligrams of fluorine p: 
kilo body weight over many months and extended in some cases to 
the third generation revealed no significant change in the hemoglobin, 
serum calcium and phosphorus ratio, coagulation time of the blood 
and the rate of growth of the animals. The dogs on such diets 
revealed an increased fluorine content of their bones; however, t 
breaking strength of these bones was in the normal range when con 
pared with control groups of dogs. 

May I enter a parenthetical statement ? 

Mr. Kurrrretp. Surely. 

Dr. BLayney. Coming down on the train, just to give you an illus 
tration of the size of this dose of 5 milligrams per kilo body weig)tt. 
I estimated that if a person weighing 125 pounds was going to drink 
water containing 1 part per million of fluorine that he would be re- 
quired to drink something over 300 quarts per day in order to get the 


hi 
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same amount of fluorine these dogs were getting at 5 milligrams per 
kilo body weight. 

It is of interest to note that the teeth of the animals receiving this 
amount of fluorine in the form of defluorinated phosphate or bone mea] 
were better formed and the dogs had cleaner mouths than those ani- 
mals receiving the basal control diet. Complete autopsies were per- 
formed on 53 of these dogs. In no instance did we find gross changes 
in any of the organs which could be attributed to the consumption of 
fluorides. Tissues were prepared for histological examination, and 
in the cases studied no evidence of degenerative change attributed to 
fluoride poisoning was found. 

Following a survey of the dental conditions in Kempton, il.. by 
our group where the fluoride content of the water appears to vary 
from 1.2 to 5 parts per million of fluorine, Dr. Paul C. Hodges and 
assoc iates mi: ide a roentgenological survey of the skeletal system of 
86 subjects with ages ranging from 714 to 71 years and with an ex- 
posure to the commu lity water ranging from none to 61 years. He 
states: 

In no instance did we observe the occurrence of a generalized sclerosis. 


Dr. Hodges conducted a similar study in Bureau, IIll., where the 
fluoride content of the water contains approximately 2.5 parts per 
million of fluorine. There he examined 31 subjects with an age range 
from 18 to 75 years and with an exposure time of from 18 to 68 years. 
Here again, no sclerotic changes were observed in the skeletal system. 

Our group has conducted a preliminary study of the distribution 
of fluorine in communal water supplies throughout the United States. 
This was accomplished by requesting the chief sanitary engineers of 
each State health department and the District of ¢ ‘olumbia to pro- 
vide us with a statement giving the fluorine concentration of the 
communal water supply of each city, town, and village in their re- 
spective areas. We received promptly a reply from each engineer 
giving us the most recent data obtainable. The analysis of the data 
revealed that the communities having the highest naturally occurring 
fluorine content in their water were found in nine States, with Texas, 
South Dakota, Ohio, Illinois, and Indiana taking the lead. There 
are approximately 5,646,897 people in the United States who have 
access to a communal water whic h contains 0.5 or more parts per mil- 
lion of fluorine. A total of 2,195,115 people are using water supplies 
which contain from 0.9 to 2.0 parts per million of fluorine. Some 
areas have water containing 5.0 or more parts per million of fluorine. 

Insofar as I have been able to ascertain, the a ~ statistics of these 
areas do not reveal evidence of neoplastic, renal, or metabolic disease. 

May I add another parenthetical statement ? 

Mr. Kuernreip. Yes. 

Dr. Buayney. The day before yesterday I talked to Dr. Sagan, 
who is the chief of the Bureau of Vital Statistics of the State of 
Illinois. 

I asked him if he knew of any difference in mortality rates or the 
frequency with which disease appears in the different parts of the 
State, particularly those parts which contain fluorides as compared 
to those parts that do not. 

He told me that he had been making a study of that and, while their 
data is not completely analyzed, at the present time it is far enough 
along for him to state that they have observed no difference. 
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The recent publicity regarding the treatment of water supplies in 
an effort to reduce the prevalenc e of tooth decay has caused many 
people to conclude that through the addition of fluorides to the water 
a new element is being placed in our diet. I would like to point out 
that this is not the case. 

We have analyzed foods very common to our diet which were pur- 
chased on the open market and have found that they contain fluorine 
in amounts varying from 0.14 to 11.2 parts per million. Therefore, 
the addition of fluorine at approximately 1.0 part per million to the 
water is not introducing a new element into our dietary 

With assurance from the above studies and others that the consump 
tion of a reasonable amount of fluorine was not harmful to body 
tissues, we were pleased to accept the invitation of Dr. Winston H. 
Tucker, health commissioner of Evanston, Ill. to cooperate in con- 
ducting a study on Evanston school children to determine the value 
of adding sodium fluoride to the communal water supply for the con 
trol of tooth decay. The citizens of Evanston were told that we did 
not know what the results would be, that is was necessary to conduct 
such a study in several municipalities in order to obtain the answer 
to this question as soon as possible, that tooth decay in our people is 
a major public-health problem, and that it is vital to the national 
health and welfare to develop some method for the reduction of caries 
which is applicable to large population groups. 

The details of the program were carefully arranged so as to secure 
ample data while the study is in progress. It was decided to add 
sodium fluoride to the water so as to produce a level of 1.0 part per 
million of fluorine. The study was instituted in January 1946 and 
projected through 1961. This time is required in order to provide one 
14-year-old group of children whose entire life, both pre- and post 
natal, was under the influence of fluoride-containing water. The 
sodium fluoride was added to the water on February 11, 1947. 

The data compiled by the examination of the 6-7-8-year-old chil- 
dren in 1951 or after four complete years of fluoridation are now being 
analyzed. The figures now available indicate that there has been no 
reduction in the caries prevalence rates of the deciduous dentition. 
However, quite to the contrary. they show a reduction in caries of the 
first permanent molars by 39.5 percent, a figure very close to that 
which Klein estimated for the lower molars in what he calls acci- 
dentally fluoridated water. We have found also an increase of 23 
percent of caries-free first permanent molars. 

That is in the 6, 7, and 8-vear-old children in 1951. 

The DMF—that is, the decayed, missing, and filled—rate of the 
permanent teeth of this group of children when compared with the 
base-line figures of 1946 has decreased 48 percent after 4 years of wate! 
fluoridation. These figures are very stimulating, however, they are 
not exactly in accord with those of some other workers. 

One question which we hope to answer in the near future is: Does 
the water which naturally contains fluorides contain some other trace 
element which is not found in the fluoride-free waters, and if so, what 
is the possible effect of such a trace element on the rate of caries at 
tack? We are now proceeding to make spectrographiec analyses of 
both types of water in the hope of providing some further infor- 
mation. 

In conclusion, the present opinion of our research group is: 
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The addition of 1.0 to 1.5 parts per million of fluorine to a com- 
munal water will not endanger the health of human beings. 

It is essential that the studies in the several communities now under 
way be continued in order that we may ultimately know the exact 
benefits which accrue from water fluoridation. 

All studies are reporting very encouraging results in the reduction 
of caries. Please note the word is reduction and not stop or prevention. 

If municipalities wish to add fluorides to their water supplies for 
the reduction of tooth decay they should thoroughly understand that 
the investigative work on the problem has not yet been completed. 

I have a list of references to my statement. 

(The references referred to are as follows :) 
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Mr. Kuernrevp. Dr. Blayney, on the first page of your statement, 
at the bottom of the page, you discuss a study where you used approx- 
imately 100 dogs which were fed fluorides in a certain form. 

Do you know how long that experiment was carried on? 

Dr. Buayney. Well, that was carried on for several years. [ just 
cannot give you the exact time but we had some dogs that were in the 
third generation. 
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To start with, we obtained three pregnant females, from the pound 
and another person contributed another pregnant female. So, we had 
four pregnant females and we developed our colony ; so, we were carry- 
ing it on for quite some time. 

Mr. Kuieinreitp. And were your experiments conducted on the off- 
spring of those dogs? 

Dr. Buayney. They were conducted on the offspring. The mother 
dog had the diet and the offspring had the very same diet. It was 
carried on continuously. 

Mr. Kvernrevp. Over the life span of the original dogs and the 
offspring ? 

Dr. Buayney. Yes, sir. 

Mr. Kuernrevp. On page 2 of your statement, Dr. Blayney, in the 
last sentence of the first paragraph, you say: 

Tissues were prepared for histological examination and in the cases studied 
no evidence of degenerative change attributed to fluoride poisoning was found. 


Were any changes found? 

Dr. BLaynry. Well, sometimes the dogs had worms and died. Some- 
times they had pneumonia and distemper and many other conditions 
which caused the death of the animal; yes. But, there was nothing 
that was attributable to fluorides. 

Mr. Kuiernrecp. These were natural losses? 

Dr. Buayney. Yes, sir; certainly. When you have that many dogs 
in the colony you are going to have losses. 

Mr. Kuerrevp. In the following paragraph, Doctor, you say that : 

Following a survey of the dental conditions in Kempton, IL, by our group 


where the fluoride content of the water appears to vary from 1.2 to 3.0 parts 


per million of fluorine, Dr. Paul C. Hodges and associates made a roentgeno 


logical survey of the skeletal system of 86 subjects. 

Was natural fluoride appearing in the water there ? 

Dr. Buayney. Yes. 

Mr. Kiernrevp. Not sodium fluoride? 

Dr. Buayney. It was naturally occurring. 

Mr. Kueryrevp. And similarly, with regard to the study that Dr. 
Hodges conducted in Bureau, Ill., was that a study of water where 
fluoride appeared naturally ¢ 

Dr. Buayney. Yes, sir. 

Mr. Kiernre vp. On page 3, Dr. Blayney, you say : 

Insofar as I have been able to ascertain the vital statistics of these areas 
do not reveal evidence of neoplastic, renal, or metabolic disease. 


Dr. Buayney. I think that a word was left out, “increased.” It 


should read: 
do not reveal increased evidence of neoplastic, renal, or metabolic disease. 


Mr. Kiernrevp. Evidence of increased ? 

Dr. Buayney. Yes, sir. 

Mr. Kiernrecp. Do you know if clinical studies, and examinations 
were made of considerable numbers of persons? 

Dr. Buayney. Yes. Clinical examinations were made on those peo 
ple but not by Dr. Hodges. He consulted with the physicians in the 
town and discussed the matter with them, people who had bee: 
residing there and taking care of the population. 
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Dr. Hodges is a roentgenologist. The films that were produced in 
these two communities were brought back to the city of Chicago. A 
vroup was called together consisting of roentgenologists in the city and 
orthopedic surgeons and they examined the films and discussed them 
for the purpose of determining if there was evidence in the films 
of osteosclerosis that was attributable to the consumption of fluorides. 

This was not Dr. Hodges’ opinion, it is the opinion of a group of 
roentgenologists and orthopedic surgeons, people who are dealing with 
these things, who reviewed all the films to reach a conclusion. 

Mr. Kurrnrecp. Was any report of the clinical examinations 
published ¢ 

Dr. Buayney. No; not to my knowledge. 

Mr. Kurrnrevp. On the same page, Doctor, you say that you have 
analyzed foods common to their diets. 

Dr. Buayney. Yes. 

Mr. Kuernretp. And you found that they contained fluorides in 
varying amounts. 

Dr. Buarney. Yes, sir. 

Mr. Kuiernrecp. That would vary from small percentages, I sup- 
pose, to very considerable percentages in foods like fish? 

Dr. Buayney. Yes, sir. 

Mr. Kiernrevp. You say in your statement: 

Therefore, the addition of fluorine at approximately 1.0 parts per million to 
the water is not introducing a new element into our dietary 

Now, do you know whether the fluoride that vou find naturally in 
foods such as fish is there in the form of sodium fluoride ¢ 

Dr. Buayney. I do not know. 

Mr. Kurrrenp. Is there a difference, Dr. Blayney, in the solubility 
of the fluoride found naturally in foods and the solubility of sodium 
fluoride which, as I understand; is ordinarily used in fluoridating 
water, if you know ¢ 

Dr. Bhayney. I do not know, sir? 

Mr. Kuerrevp. You say on the same page: 

With assurance from the above studies and others that the consumption of 
a reasonable amount of fluorine was not harmful to body tissues we were pleased 
to accept the invitation of Dr. Winston H. Tucker, health commissioner of 
Evanston, Il., to cooperate in conducting a study. 

Doctor, are you familiar with the reports put out by the people 
conducting the Newburgh-Kingston caries-fluorine studies ¢ 

Dr. Buayney. Yes, sir. 

Mr. Kuetnretp. The last report that I have concludes as follows: 

The results thus far in the study have disclosed no deleterious systemic effects 


from the ingestion of fluoride in drinking water in the dosage employed. 


This seems to be in accord with your opinion, Doctor. 
Then they go on to say: 


It must be emphasized, however, that a longer period. of observation is required 
before final conclusions can be drawn. The possibility of demonstrating cumu 
lative effects of fluoride in the final years of the 10-year study cannot be elimi 

ted at this time. More refined techniques may also be available in the future 

tudying pertinent aspects of the problem 

\pparently, there is some difference then between your opinion 
and theirs with respect: to how definite you can be at this time con 
Cer] ing the possible cumulative toxicological effects of fluoride. 
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Dr. Buayney. I do not believe there is. 1 would interpret that 
statement to mean that a research problem is never complete. You 
can always keep looking on different problems related to your major 
point of investigation. “I do not think there is a major difference in 
our opinion. 

Mr. Kuiernreip. Well, you do believe, do you not, Doctor, that you 
should conclude this 15-year experimental period before you reac 
definite conclusions on how the incidence of dental caries is reduced / 

Dr. Buayney. I believe it is very essential to have evidence of the 
effect on the entire life of the individual, both prenatal and postnata! 
That is the reason for the 15 years. 

Mr. Kuervrecp. And you feel you cannot draw a defin te cor 
clusion as far as the reduction of the incidents of dental caries 
concerned until the 15 years are concluded ? 

Dr. Buarney. I think that that would bring much more valuable 
data. We get trends, as I fairly frequently call it, we get trends, but 
the ultimate will come when we have one group of children who hav: 
been exposed both prenatal and postnatal until they reach the age of 
14, postnatal. 

Mr. Kieryrecp. You mean exposed to the addition of sodium fluo 
ride in drinking water? 

Dr. Buayrney. Yes, sir. 

Mr. Kuirinrevp. As to the experimental period, do we understand 
that the experimental period of any of the other cities has been com 
pleted ? 

Dr. Brarnry. Not to my knowledge. 

Mr. Kieinreip. Doctor, when you set up your study, was it designe 
specifically to determine not only whether the incidence of dental! 
‘aries would be reduced, but whether the addition of certain fluorides 
as compounds would have any deleterious nondental physiological! 
effects on the population ? 

Dr. Brayney. The children in the city of Evanston schools are re 
quired to receive a health examination four different times throughout 
their residence in the school, from the first grade through to tl. 
completion of high school. 

The physicians that are making these examinations are watching 
for any possible effect that might be manifested in any of the children 

These examinations are running regularly and each child through 
out his period of public school residence will have these four different 
examinations. That is required, I believe, by the State of Illinois. 

Mr. Kuernreip. So that you can say that when your study was 
begun you wanted to study two specific things; first, the reduction 
of the incidence of dental caries, and, second, the possible toxicologica! 


effects? 

Dr. Buarney. Yes, sir. 

Mr. Kueryrevp. And you will not know that until your experi- 
mental period is over, is that not correct ? 

Dr. Brayney. It will take that time before we know. 

Mr. Kuernretp. Do your studies contemplate regular examinations 
of older groups of the population ? 

Dr. Biaynery. Dentally ? 

Mr. Kternretp. Medically as well as dentally. 

Dr. Buayney. No. We are not dealing with the older population 


groups. 
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I might say there is one thing we do. We obtain teeth from the 
Evanston dentists that have been removed for examination for their 
fluoride content. At frequent intervals we obtain sections from a 
certain portion of the crest of the ilium taken at necropsies that are 
conducted in the Evanston hospitals so that the fluoride content can be 
determined in the length of time that that individual has been exposed 
to fluoride-containing water. 

Mr. KieinreLp. But it is not a definite part of the program you set 
up? 

Dr. BuayNney. Not a complete physical examination of adults; no, 
sir. 

Mr. Kiernretp. Are more specific examinations being made of older 
people who are suffering from kidney disorders ? 

Dr. Buayney. In Evanston ? 

Mr. KLeInreip. Yes, sir. 

Dr. BLaynry. Not to my knowledge. I might say that before this 
program was instituted, both the medical and dental professions co- 
operated and the medical profession is aware of this program and I 
would assume that they would be quick to recognize any change that 
might occur since the institution of this program. 

We had several very extended conferences. We have an advisory 
committee. I requested that an advisory committee which is com- 
posed of both physicians and dentists be formed with which we dis- 
cuss these things. 

So, the medical profession is well informed concerning the program 
there. 

Mr. Kuernrevp. As I understand, Doctor, you are watching children 
rather carefully and regularly. 

Dr. Buayney. Very carefully. 

Mr. Kuernrevp. Particularly in trying to determine what the in- 
cidence of dental caries is, whether there has been a reduction and if 
so to what extent. 

Dr. Buayney. That is right. 

Mr. Kiernrevp. But you are not watching the medical aspect of the 
possible effects on the older people to the same extent ! 

Dr. Barney. Not on the older people. 

Mr. Kuernretp. Doctor, why was a 15-year period picked in the 
Evanston experiment ¢ 

Dr. Barney. Because we wanted to have the child reach 14 after 
the fluoridation of the water so we would have both prenatal and 
postnatal exposures. 

Mr. Kxietnrevp. Do you think that period of time is necessary be- 
fore you can reach a conclusion ¢ 

Dr. Buayney. I think it is advisable. 

Mr. Kiernrevp. On page 4, Doctor, at the end of the second para- 
graph, you discuss figures with respect to dental caries and you say 
that the figures which you cite are stimulating but that they are not 
exactly in accord with those of some other workers. 

Dr. Buayney. That is right. 

Mr. Kiernretp. Why is that? 

Dr. Birayney. Well, I think some other workers have recorded a 
reduction of caries in the deciduous teeth in less time than what our 
study has been going on. May I continue that ! 

Mr. Kiernrevp. Surely. 
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Dr. Biayney. I assume that the reason we had not experienced re 
duction in the deciduous teeth and have found a reduction in the per- 
manent teeth is because the children we have examined had formed all 
of the crowns of the deciduous teeth by the time the fluorides went 
into the water and most of the deciduous teeth had even erupted into 
the mouth at the time the fluorides went into the water. Now, that is 
not true of the permanent teeth. 

We are studying permanent teeth that had completed their calcifica- 
tion and then had what we call a postformative but preeruptive ex- 
posure before they came into the mouth. 

Now, I think that is where the benefit lies and in the future we ex- 
pect to find a reduction of caries in the deciduous teeth. 

The deciduous and permanent teeth in our study are not exactly 
comparable in their oP a 

Mr. Kuiernrecp. The deciduous teeth are the first nonpermanent 
teeth / 

Dr. Buayney. That is right, they are the first set of teeth or the 
milk teeth. 

Mr. Kuetnrevp. In conducting examinations of the teeth of chil- 
dren without the use of X-rays, will not many examiners differ in their 
reports or conclusions / 

Dr. Buayney. Yes; I think they will. I think that you cannot help 
but find cavities in the X-ray film that were too small to be detected 
from the clinical examination. 

Mr. Kuirrnrevp. In the cities you have studied so far with respect 
to dental caries, can you say that there has been a reduction in the 
incidence of dental caries to the extent of 65 percent ‘ 

Dr. Buayney. Our figures show that the decrease is, in the decayed, 
missing, and filled teeth, at the present time approximately 48 percent. 

Mr. Kuernrecp. Are you following fairly closely the reports put 
out by other cities? 

Dr. Biayney. I certainly try to. 

Mr. Kiernrevp. Do you know of any reports which indicate a re- 
duction of dental caries of 65 percent ¢ 

Dr. Buayney. As I recall, I believe it was 60 percent, but I am 
not—I just could not say offhand what it was. There were some 
reports higher than ours. That is the reason I said our figures did 
not agree and that I anticipated our figures would not agree, because 
of the difference in techniques used. 

Mr. Kirtnreip. There have been some reports indicating fairly low 
decreases and other reports which indicate much higher decreases. 
You say the reason for that difference is the difference in dental tech 
nique. What is the reason for that ? 

Dr. Buayney. Well, first of all, I think the facilities you have at 
your disposal when you are making the clinical examination is a 
factor. Again, I think the time allocated for each clinical examina- 
tion, too, is important. 

Dr. Mitier. I would like to ask you a question or two. 

Speaking of the reduction of dental caries by the application of 
fluorides, does that cover the mass ingestion of fluorides in water or 
the topical application in the dentist’s office ? 

Dr. Biayney. That is the placement of fluoride in the communal! 
water supply. 
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To carry your point a bit further, in our records we know every 
child that has had topical application in the dental office. But be- 
cause we have the wholehearted interest and cooperation of the dental 
profession in Evanston, it is only in those extreme cases where there 
exists a very high degree of susceptibility that any of the dentists use 
topical applications in Evanston because they do not want to put 
in variables. 

Dr. Mituer. Do you have any records of the incidence of caries in 
children where the dentists used topical applications‘ 

Dr. Buayney. I have had no personal experience. I know there 
is literature on that, where they ascertain that approximately, in mass 
applications, around 40-percent reduction is shown; but I have had 
no personal experience. 

Mr. Kietrevp. Dr. Blayney, at the bottom of page 4 you say 

One question which we hope to answer in the near future is: Does the water 
which naturally contains fluorides contain some other trace element which is 
not found in the fluoride-free waters, and if so, what is the possible effect of 
such a trace element on the rate of caries attack? 

Do you think it is important to obtain that information ? 

Dr. Buayney. I do not know. I believe that from a scientific stand- 
point we should know it. Whether it is important or not, I do not 
know. Time only will tell. 

Mr. Kieinrecp. Does anybody know it, as far as you know ? 

Dr. Buayney. I have not been able to find it in the literature. 

Mr. Kieryrecp. Do we know as a scientific fact the form in which 
fluoride appears in naturally fluoridated water? 

Dr. Buayney. It is my impression that the people that make water 
analyses and estimate the amount of fluoride in it, estimate it as oc- 
curring as sodium fluoride. 

Mr. Kiernrevp. Does that mean, Doctor, that they have ascertained 
by analysis that the fluoride is in the water because of the presence 
of sodium ? 

Dr. Bhayney. That ismy assumption. 

Mr. Kieinrevp. Hasthat been reported, as far as you know ? 

Dr. Buayney. Well, the waters that have been examined, yes. I 
said that there were over 5 million people in the United States that 
were getting water which naturally contains fluoride - 

Mr. Kieinrecp. Well, there are a number of fluoride compounds, of 
course. 

Dr. Buayney. Oh, yes. 

Mr. KLernrerp. mayne I have not made my question clear. I am 
wondering whether it has been definitely ascertained that the fluoride 

vhich you find in water in localities like Colorado Springs got into 
the water in the form of sodium fluoride or some other fluoride com- 
pound. 

Dr. Braynry. It is my impression that the chemists when they 
analyze water to determine the different constituents of the water and 
then they estimate that it is possible for these elements to occur in 
certain combinations. 

Mr. Kirinrerp. In other words, Doctor, when the chemist analyzes 
the water he will find that various things are present in the water, 
including fluorine. 

Dr. Buayney. That is right. 
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Mr. Kurrtnrevp. He will not necessarily find further that the flu- 
orine which he finds got there because of the presence at some time or 
other of a ps articular fluoride compound ¢ 

Dr. Braynry. My training has not been very extensive along the 
lines of chemistry but I would assume that it is an estimate that it 
occurs as such; but I am not a chemist. 

Mr. Kuervretp. Do you know, Doctor, whether any studies have 
been made to determine whether any portions of the population of 
Evanston have suffered any allergic effect from the fluoridation of 


the water? 

Dr. Buaynry. I know of none. There have been no complaints, I 
know of none. 

May I say that the citizens of Evanston have been most cooperative 
from the individuals down through different organizations, and all 
of the schools, and it has been a great pleasure to work with them. I 
have had no reports of that type. 

Mr. Kietnrevp. Are you, Doctor, as completely enthusiastic about 
the beneficial results of the fluoridation of drinking water as many 
of the other workers? 

Dr. Buayney. That is a hard question to answer. I would say that 
probably I am a bit more cautious than some. 

As I said in my conclusions, I cannot stand before a community and 
say that they must put fluorides in their water. 

I say that if they wish to do so I see no harm that can accrue, no 
bodily harm, and that they must recognize that the data that we have 
before us is encouraging, but the final statistics are not yet available. 

If they want to do it on that basis, I believe there is very good evi 
dence that there will be a reduction. But I absolutely refuse to use 
the words “stop,” or “prevent,” because I do not think it is going to do 
either. 

Mr. Kretnrevp. Doctor, I have here a letter dated January 16, 
1952, addressed to Mrs. Marion E. Lyon of Geneva, N. Y., signed by 
J. R. Blayney, D. D. S., director. 

Let me show that to you and ask you whether you wrote that letter 
and signed it. 

Dr. Buaynry. Well, that is my signature. 

Mr. Kiernrevp. It is a short letter. I wonder if you would read it 
to the committee. 

Dr. Buayney. The whole thing? 

Mr. Kuernrewp. Yes. 

Dr. Buayney (reading) : 

Mrs. Marton E. Lyon, 
415 South Main Street, Geneva, N. Y. 

Dear Mrs. Lyon: I am pleased to acknowledge the receipt of your letter of 
January 1 requesting information regarding the Evanston dental caries study. 

I am pleased to state that careful physical examinations on Evanston children 
have shown no ill effects from the administration of 1.0 parts per million of 
sodium fluoride in the community water supply. You may be sure that I was 
thoroughly convinced from previous animal studies that such minimal amounts 
of fluorine would not be harmful to humans. 

It is impossible to give you a full statement regarding the value of sodium 
fluoride in the reduction of tooth decay at this early date. The Evanston study 
is planned for a 15-year study, which I believe is sufficient time to permit the 
proper evaluation of this procedure. Inasmuch as all of the deciduous teeth 
of the children which we have so far examined had erupted prior to the fluorida 
tion program, it is not expected to find a marked reduction in the incidence of 
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caries. Our findings to date indicate that when the deciduous teeth are studied 
none of our children have shown a reduction in the incidence of tooth decay. 
The results dealing with the permanent teeth have shown a definite trend in the 
reduction of this ubiquitous disease. Since many of these teeth have erupted 
after the placement of fluorine in the communal water it appears to indicate 
that the greatest benefit can be expected when the fluorine is administered dur- 
ing the formative period of the teeth. 

I do not know at this writing whether fluorine will really prevent the develop- 
ment of a certain amount of tooth decay or if it will merely retard the develop- 
ment. I cannot be as enthusiastic regarding the fluoridation of communal water 
supplies as many others appear to be. I am of the opinion that we must have 
more evidence before definite statements can be made. I sincerely hope that 
the fluoridation program will be as beneficial as those who are enthusiastic about 
it anticipate. However, to date no one has sufficient evidence that will permit 
me to make such blank statements. 

There has been such a demand for reprints of our published material that our 
supply has been exhausted. However, I am enclosing a list of our publications 
which should aid you in reviewing material. This will give you the data we 
have collected and the reasons for our caution which we recommend at the pres- 
ent time. 

Mr. Kiernrevp. I have no further questions. 

The Cnarmman. Doctor, on page 3 of your statement, down about 
the middle of the page, you say: 

We have analyzed foods very common to our diet which were purchased on 


the open market and have found that they contain fluorine in amounts varying 
from .014 to 11.2 parts per million of fluorine 


Can you name some of those foods that contain the greatest quantities 
of fluorine ? 

Dr. Buaynery. The highest one, the 11.2, happens to be a breakfast 
food, Pablum. 

The CuatrmMan. That is a baby food; is it not? Isn’t Pablum a 


trade name? 

Dr. Birayney. I cannot answer that. 

The CuHamman. What amount of fluorine is in it, would you say? 

Dr. Braynry. Well, the fluoride content of Pablum comes from the 
bone meal which is added in order to provide the calcium, phosphorus, 
and so forth, which they thought was advantageous for the young 
child to have and the fluoride that is in the bone meal is carried over 
with the calcium and the phosphates. 

The CHarrmMan. Is that readily assimilated by the system of an 
infant? : 

Dr. Biayney. I have not made any studies. I cannot answer that 
question. ‘ 

The Cuatrman. You spoke in your statement of fluorides naturally 
appearing in waters. In what parts of the world, if you know, do 
fluorides appear in the water? : 

Dr. BLrayney. I do not know. I cannot answer that. 
also occur in Europe. Italy has a lot of them. 

The CHammax. What about Great Britain and Scotland? 

Dr, Burayney. I do not know. I cannot answer that. 

The Cuatrman. Doctor, when a tooth decays, does it decay from the 
inside out or from the outside in? 

Dr. Brayney. From the outside in. The initial lesion of dental 
caries Is on the enamel surface. 

The CHarrmman. Well, then, does the fluoride have an effect inter- 
nally or does it have a good effect from the passing of the water 
through the mouth ? 
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Dr. Biayney. I do not know the manner in which fluoride acts and 
I do not believe anybody knows the exact nature by which it acts. We 
have a few theories. 

The CHatrman. Yes. 

Dr. Buayney. But they are only theories at the present time. 

The Cuarrman. Well, some dentists, of course, paint the teeth with 
fluoride; is that not right ? 

Dr. Buayney. Yes, sir. One of the theories that you might say is 
universally accepted is that the fluorine ion combines with the hy 
droxyapatite, the crystal in the enamel, to form a fluorapatite. The 
presence of the fluorine in the erystal—the fluorapatite is less soluble 
in an acid medium than the hydroxyapatite, so the result has been 
that the addition of sodium fluoride to the outer surface of the tooth 
causes an ionic exchange rendering that very outer surface less soluble 
in an acid. 

The CuatrmMan. In view of the statement you make about Pablum 
having a greater quantity of fluorine caused by the fact that bone meal 
is added to it, would that not indicate that the bones themselves contain 
a considerable portion of fluorine / 

Dr. Buayney. Yes, sir. All of our bones contain fluoride. My 
bones contain fluoride. Everybody’s bones contain fluoride. 

The CHairman. So you would think that internally it would fortify 
the bone / 

Dr. Buayney. I think that. Please note that I say, “I think.” I 
do not know. 

The Cuarrman. Well, I am asking that question because I do not 
know, either. 

Dr. Brayney. I believe that the presence of fluorine in the body 
tissue—as the tooth crown is being formed, that the fluorine is de- 
posited in the enamel crystal and that is why we are not getting a 
reduction in the deciduous teeth of children, because the enamel for- 
mation had taken place already, while at the same time we are finding 
reduction in the permanent teeth. 

The Cuatrman. Dr. Hedrick? 

Dr. Hepricx. Doctor, have there been any tooth pastes on the mar- 
ket with fluorine that you know of? 

Dr. Buayney. Oh, yes. 

Dr. Heprick. Do you know how much? 

Dr. Buayney. Well, I do not know. People have been advocating 
dentifrices containing fluorine. The amounts of the fluorine in them, 
I do not know. 

Dr. Heprick. Who is responsible for the first discovery of the value 
of fluorine in tooth decay ‘ 

Dr. Buarney. I think that belongs to Dr. H. Trendley Dean and his 
associates in the United States Public Health Service in their studies 
of the endemic disease of fluorosis, that is mottled enamel. 

They observed that the children in those communities had different 
types of mouths than the children in other communities. I would 
say it is Dr. H. Trendley Dean and his associates. 

Dr. Heprick. In what area was that detected first ? 

Dr. Brayney. Well, their major work was done in Galesburg, III., 
as a fluoride area, Quincey, Ill, as an nonfluoride area; Aurora as a 
fluoride area and Elmhurst as a fluoride area; Oak Park as a non 
fluoride area and Evanston as a nonfluoride area. They have worked 
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in many different communities. Now, those are all right at home. I 
was reared at Galesburg and I know the story there. 

Dr. Hepricx. Do you find more fluorine in well or spring water; 
cloes deep water have more / 

Dr. Buayney. Asa rule you will find in this part of the country the 
fluorides in the deep wells. 

Dr. Heprick. How expensive would fluorination be for a community, 
say a city of 50,000 people? What would be the cost ¢ 

Dr. Buayney. Well. in Evanston up to date it has been costing about 
ll cents per capita per year. 

Dr. Heprick. What is the initial cost to put in the equipment ¢ 

Dr. BLayney. Well, the cost of the equipment has gone up some 
what. Atthe present time the type we have in Evanston, which would 
be a dry-feed Omega machine, I believe they cost around $3,000 now. 
(Ours was considerably less. 

The installation prices are not high and there are many different 
types of machines and methods that can be employed at varying costs, 
depending upon the size of the community. 

Dr. Heprtck. Well, taking a town of 50,000 people, for instance, 
about what would it be / 

Dr. Buayney. Well, that would depend upon whether they had 
one central filtration plant or if they had their water from several! 
SOLTCEeS, 

I happened to be in Spokane last spring when that was being con- 
sidered there. I believe it would be very difficult in Spokane at the 
present time because they get their water from—oh, I am afraid to say 
the number, but it is an amazing number of areas that the water of 
Spokane comes from. 

However, in Chicago and many communities where they vet their 
water from one or two or only a few places, I think it can be done on 
the basis of a few cents per year per capita. 

Dr. Heprick. That is all. 

The Cuarmman. Dr. Miller? 

Dr. Mitier. Dr. Blayney, your testimony has been interesting. I 
would like to ask a question or two. 

[ will ask you whether you feel that, with our present knowledge 
of what fluorine will do in water, you believe it should be universall) 
advocated and pressed for use in all cities in the drinking water ‘ 

Dr. Buayney. I would say if a community wants to do it, that it is 
perfectly all right. 

Hlowever, I could not stand before them and tell them the exact 
benefits that they may expect. 

Dr. Mttier. Inasmuch as there are so many unknown quantities in 
the question, would you say there was no danger about it? 

Dr. Buayney. I would say that as far as any evidence has brought 
out to the present time, there is no danger to our health and welfare. 

Dr. Mrtier. Would you be in a position to say that at the present 
time, if you do not know the exact role that fluoride would play in 
modifying caries in the teeth? Do you know the exact role that 
fluorine plays? 

Dr. BLayney. If you mean the method by which it accomplishes that, 
I would say that I do not know. If you mean by the exact role 
the amount of reduction that we may experience, I can merely cite 
our figures which I have just obtained this past week in Evanston for 








1560 CHEMICALS IN FOODS AND COSMETICS 


the permanent teeth. It has reduced the decay in missing and filled 
teeth at the rate of about 48 percent per 100 children. 

Dr. Mrzier. And yet you say on page 5 of your statement in the last 
paragraph : 

If municipalities wish to use fluorides in their water supplies for the reduction 
of tooth decay they should thoroughly understand that the investigation work 
on the problem has not yet been completed. 

Dr. Buayney. Yes, sir. I believe that. 

Dr. Mityer. In other words, there are many unknown factors that 
have not been answered ? 

Dr.-Biayney. The principal unknown factor, as I see it that ha: 
not been answered, is how much reduction they can expect. 

Dr. Miuier. Let me ask you, what would be the effect of adding 
fluorides in, say, certain types of spring waters that have a lot of 
sulfide in the water—you know, the kind that the worse it smells, the 
more good one thinks it is going to do him—they contain sulfides 
and phosphates and calcium and, I suppose, chlorides. 

Is there a chemical reaction when you put fluorides in with these 
other salts? 

Dr. BrayNney. I am not a chemist. 

Dr. Mriier. You do not know? 

Dr. Biuayney. I cannot answer that question. 

Dr. Mitier. Would you be in a position to say what would happer 
through the use of water that has a lot of fluoride, when you can 
to using that water for, say, preserving foods, making wine or beer or 
things of that type? 

Dr. Biayney. From the standpoint of industry in the different 
areas where water contains fluorides or where fluorides have been 
added, I know of only one complaint. 

That is from a community in one of the Carolinas. The ice-manu 
facturing people there had difficulty with their ice cracking and fluor 
dation was suspended for a month or two. They communicated with 
other ice manufacturers and found out there is a method which they 
can use and now they are again fluoridating the water and the ice 
not cracking. 

That is the only industrial complaint that I know of. 

Dr. Miter. We had some testimony a couple of days ago, February 
19, I believe it was, from two scientific investigators, Dr. Robert 5 
Harris, of the Massachusetts Institute of Technology, Cambridge, 
Mass., and also Dr. Alfred Taylor, of the Biochemical Institute of the 
University of Texas. 

They raised some rather interesting questions as to the need and 
the results that might come to individuals by the use of fluorides over 
a long period of time and they felt that we were going into it a little 
too hurriedly because of the unknown factors and consequences in the 
individual. 

Have you any comments on that, or did you read their testimony, or 
are you familiar with it? 

Dr. Biayney. I have not read their testimony. I am in a measure 
familiar with their thoughts, but I just cannot follow their thinking. 

Dr. Mrtter. Well, they are scientists. 

Dr. Birayney. That is right; let them be. 

Dr. Mitzier. You and I, one as doctor and one as a dentist, may be 
a little bit vague 
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Dr. Buayney. Let me say this. I have reviewed the vital statistics 
and made an effort to find out from people that should know. 

Now, when there are over 5 million people in the United States that 
have been consuming fluorinated waters over a long period of time 
and these things do not show, I am very much inclined to be a ske »ptic 

regarding their statements. 

Dr. Mitirr. I think that one of them even went so far as to say that 
fluorides are used as rat poison. 

Dr. Buayney. Oh, sure. That is ridiculous, to make such an 
analogy. 

Dr. Mriier. Of course, you and I may have used strychnine sulfate 
and thereby saved some lives, and that is also a poison. 

Now, there is quite a controversy over fluoridation of the water in 
the District of Columbia, which is appearing in our newspapers. Let 
me read you the following: 

The controversy over fluoridation was on again today as preparations went 
ihead to treat the District’s water supply, probably starting this spring. 

Most District residents could only speculate as the experts differed among 
themselves over the possible effects of adding fluoride to their drinking water 
as a tooth-decay-prevention measure. 

But Commissioner F. Joseph Donohue announced he was not disturbed by re- 
ports on Capitol Hill yesterday that the process could cause a harmful effect 
among some persons drinking the water. 

Now, I might say that a Commissioner always has to know every- 
thing about ever ything, they are very much like a Congressman in that 
respect [laughter]. Of course, being just a layman and a lawyer, he 
thinks naturally that he would know all about fluoridation, ‘and so 


we can take his word that the people need not worry about what hap- 
pens when they take fluorides because, after all, he is presumably an 
expert on everything. 

Now, he also said, quoting: 


Mr. Donohue said studies indicate millions of persons are drinking and have 
been drinking water containing more fluoride than is proposed for addition to the 
District’s water, and medical authorities have not found any harmful effects 
except sometimes the appearance of mottled tooth enamel where fluoride was 
present in large amounts. 

Now, are we getting any mottled teeth in Illinois, Doctor ? 

Dr. Buayney. In Evanston ? 

Dr. Mitzier. In Evanston. 

Dr. Buayney. We have not noted an increase in the amount of 
mottling. 

Dr. Miter. You have not noted it? 

Dr. Buayney. No, sir. 

Dr. Mrtter. Now, Doctor, this committee also in its studies has 
found that there are several hundred chemicals being used in foods, 
ind with a number of them we do not know the exact effects upon the 
human being when they are used. I think there are some 700 chemicals 
knocking at the door of the food industry to be used. 

Now, fluoride, I guess, is a chemical which might be used in some of 
the foods, I am not sure, but I suppose that all of us would like to 
now what effect they would have upon the human being before they 

were permitted in extensive use, is that not true / 

Dr. Buayney. I think so; certainly. 

Dr. Mitier. Have you any suggestions to make to this committee 
as to rec ommenda' ations to make, when we come to it, on fluoridation, 
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whether we should give cities all over the country the green light or 
whether we should put up the red light or, even, a yellow light saying, 
“Let us go a little slower until we find out what is going on”? What 
would you recommend ! 

Dr. Buayneyr. I would say that since so many communities, you 
might say all major communities, are interested in this problem, that 
if they wish to consider the placement of fluorides in their water they 
should be told the pros and cons, just about like I have attempted to set 
forth my thoughts here and if the city council is responsible for that, 
or whatever the body may be, must assume the responsibility. I spoke 
before the Park Ridge Council the night before last. They were con 
sidering it and in summation they asked me a question just about like 
that. 

I used a phrase that I use with students every now and then. I said, 
“Gentlemen, you must assume the role of a philosopher. Philosophy is 
perspective. Science is knowledge. Without knowledge the perspec- 
tive is wrong or very likely to be wrong. Without philosophy the per- 
spective may be distorted.” 

It is like using a microscope or a binocular, you have to look too far 
and too close before you get the exact perspective. 

Dr. Mitter. This newspaper article also says: 

Dr. Taylor testified 20 Texas cities were holding up plans for fluoridation of 
their drinking water as a result of Texas experiments on the effect of adding 
sodium fluoride to the drinking water of mice. 

Now, if these cities are holding up the fluoridation of water pending 
the conclusion of studies, should we censure those cities for asking 
for more information or any city or city council which says, “Let us 
wait until some more information is available; waiting will do no 
harm and maybe it will do some good” ? 

Dr. Biayney. Well, in my opinion, no harm is being done. 

I think the information that is available on any health problem 
should be readily forthcoming to any community that wants it. 

Dr. Muuier. Do you know what experiments, if any, the American 
Dental Association, the American Medical Association, and the Public 
Health groups have carried out in coming to the conclusions they have, 
that it ought to be used and used now ? 

Dr. Buayney. I think the United States Public Health Service has 
carried on investigation on this problem for many years and they are 
to be completed. 

Dr. Miter. Can you cite any publications that there are on it? 

Dr. Biayney. Oh, there are numerous ones. The work of McClure, 
from the chemical and health standpoint, the work of Dean and Arnold 
and Klein and many of them. There are numerous reports. 

Dr. Mutter. Of: course, some of those are just compiling reports 
from other scientists, is that not right? 

Dr. Biaynety. No, I do not think it is just compiling of reports from 
other scientists. Their report is on their own original work. 

As far as the American Dental Association is concerned, I am not 
aware of studies that they themselves have carried on. They have 
formed their opinions and based their recommendations upon the 
reports of others that are in the literature. 

Ir. Mriter. That is all, thank you. 
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The CuHatrman. Dr. Hedrick, do you have any further questions? 

Dr.*“Heprick. Doctor, is it true that Cleveland, Ohio, is about to 
enter into this program ? 

Dr. Buayney. | understand it is. 

Dr. Heprick. I heard that yesterday. Do you know of any other 
large city that is planning to use fluorination right away ¢ 

Dr. Buayney. Chicago is holding hearings. They held a hearing 
yesterday for the proponents. The opponents are to have their day 
in court I believe some day next week, but I do not know when. | 
know that the city council has appointed a committee to study it. 

Dr. Miter. I have just one other question, Mr. Chairman, if I may. 

The Cuarrman. Certainly. 

Dr. Minier. You see, I am sort of in between. I would like to 
recommend it, but it seems to me that there are so many unknown 
factors involved at the present time that more study is needed before 
we undertake this kind of a mass medication problem—— 

Dr. Buayney. Sir, it is not medication. 

Dr. Mittrr. Well, what is it if it is not medication? It is a mass 
forcing of a chemical on everybody. 

Dr. Buaynery. No, sir; it is not medication. This is my thought 
regarding that. 

The body needs certain types of chemical elements to put it together 
and to let it rise to its full potential. 

Now, maybe, with our civilization we have deteriorated and we 
have reduced the amount of certain elements that we should take in. 

Fluorine is in many of our foods and maybe the fluorine content of 
these foods is getting lower than what it should be according to the 
general plan upon which the human was created. 

Dr. Mitier. Yes, but, pursuing my question, is not medicine set up 
to prevent or cure or alleviate diseases ? 

Dr. Buayney. No question about that. 

Dr. Mitier. And fluorine is put into water to prevent caries. Well, 
what is the difference? It is a prevention program, it is a form of 
medication, it comes under medicine. 

What is medicine if it is not dealing with the prevention and cure 
and amelioration of disease? I mean, when I vaccinate a kid against 
smallpox, I am giving him medication when I vaccinate him; and 
when you put fluorides in water you are preventing or hoping to pre 
vent dental caries. So, it is medication and it is mass medication. 

Dr. Buaynrr. Well, if you had the right diet you would not have 
to give him, for example, ascorbic acid. 

Dr. Miizer. On the other hand, you do not have to take ascorbic 
acid if you do not want to. My wife takes it every morning and I do 
not take it. 

Dr. Buayney. But you are treating the sick when you give the 
ascorbic acid. You are doing it if he does not have enough in his 
diet—— 

Dr. Mutter. Well, when you put fluorides in water, and we have to 
drink that water, it is mass medication. 

Dr. Buayney. Well, I cannot think of it in terms of medication. 

Dr. Mriier. You cannot? 

Dr. Biarney. No, sir. 

Dr. Mitier. That is all, Doctor, thank you. 
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The Cuairman. If there are no other questions, we wish to. thank 
you, Dr. Blayney. 

Mr. Kuiernretp. The next witness is Dr. Hart. 

The Cuarrman. Come forward, will you please, Doctor, and give 
your name and address to the reporter. 

Dr. Harr. EF. B. Hart, Madison, Wis. 

(The oath was administered by the chairman.) 

The Cuamman. You may proceed. 


TESTIMONY OF E. B. HART, SC. D., PROFESSOR OF BIOCHEMISTRY, 
UNIVERSITY OF WISCONSIN, MADISON, WIS. 


Mr. Kuerrevp. Dr. Hart, what degrees do you hold? 

Dr. Harr. Well, I was a student at the University of Michigan 
where I got a B. S. in chemistry in 1897. Then I studied in Europe, 
Marburg and Heidelberg universities, but I did not receive a degree 
- re. The University of Wisconsin gave me the honorary degree of 

D., 5 years ago, 1949. 

"ie. Kriervretp. What have your special fields of professional in- 
terest been, Doctor ? 

Dr. Harr. Nutrition, biochemistry. 

Mr. Kiervrevp. Have you taught in any schools? 

Dr. Harr. The University of Wisconsin, since 1906. 

Mr. Kiernretp. For what period of time? 

Dr. Harr. From 1906 to 1945. 

Mr. Kiernretp. And were you a professor / 

Dr. Harr. Yes, professor of biochemistry. 

Mr. Kiernretp. What courses did you teach ? 

Dr. Harr. Well, years ago I taught a course in agricultural chem- 
istry. Then I taught a course in dairy chemistry and about 25 years 
ago began a course in nutrition. 

Mr. Kirrrevp. Your special fields have been nutrition and bio 
chemistry / 

Dr. Harr. Yes, sir. 

Mr. Kuernreitp. Are you a professor emeritus / 

Dr. Harr. Lama professor emeritus; yes, sir. 

Mr. Kiernrevp. In what field? 

Dr. Harr. Biochemistry. 

Mr. Kiernrerp. Do you belong to any professional societies, sir / 

Dr. Harr. American Society of Biological Chemists; the American 
Chemical Society ; the American Federation for Experimental Biology 
and many, more of which I have forgotten the names. 

Mr. Kiernretp. Have you contributed papers in your specialty to 
the professional publications? 

Dr. Harr. Yes; I think about 387, in my time. 

Mr. Kiernre.p. Will you read your statement, please ? 

Dr. Harr. I have the following statement on the fluorination of 
drinking water. 

In 1946 there was definite agitation by certain dentists in Madison 
to add fluorine to our drinking water. Ours is a low fluorine water. 
The mayor of Madison appointed a committee and asked this com- 
mittee for a recommendation to the city council as to what to do. 
This committee consisted of a bacteriologist, a chemical engineer, two 
biochemists, two nutritionists, two dentists, a pediatrician, a patholo- 
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gist, two doctors, and a layman. I was a member of that committee. 
After much study of existing knowledge the committee unanimouslv 
advised the mayor and the city council not to proceed with fluorina 
tion of our water. ‘The committee did not deny that fluorine in proper 
concentration could be helpful in reducing the incidence of tooth 
decay. 

However, they knew that there were several long-time experiments 
to be projected where communities of similar size would have available 
a fluorinated water and a nonfluorinated water. These were to be 
long-time expe! iments—10 years—with adequate dental and medical 
control. Newbureh and Kingston, N. ; a were chosen fo. the exper! 
ment. Other experiments were started at Grand Rapids, Mich., and 
Brantford, Ontario. Since these experiments were to be controlled 
adequately, the committee believed it prudent to wait until the 10- 
vear data were in before deciding whether or not to fluorinate Madison 
drinking water. 

However. enthusiastic dentists outside our committee prevailed 
upon the council to authorize fluorination., and So today that is what 
we have. 

The data sO far released from the Newbureh Kingston expel 
show about a 30-percent reduction in caries and that so far no 
pathological conditions have been reported. The r port covers about 
5 years of the 10. Those in charge insist that the experime! t run for 
the planned 10 years before final recommendations are made. 

It is with this point of view that I am in agreement: if after 1 
years of careful control at Kingston and Newburgh the experts agree 
that fluorine in the amount of 1 part per million has had a definite in- 
fluence in arresting a considerable percentage of caries and that no 
other untoward results are apparent, then and only then should the 
wide fluorination of low fluorine public drinking water be advocated. 

However, it should be pointed out that there are communities in 
the United States that have drunk for years water with a fluorine 
content somewhat above the prescribed and advocated 1 part per 
million and without any definite recorded pathology except In some 
cases a slight mottling of the incisors. 

Fluorine is an extremely toxic element but like coppel and othe 
nutrients there are levels that may be used safely. If in addition, 
fluorine has the added virtue of arresting in considerable degree the 
development of dental caries, then more power to it. 

Dr. Mitter. May | interrupt / 

Dr. Harr. Yes, sir. 

Dr. Mitter. You spoke about fluorine being an extremely toxic 
substance. Now, when fluorine is added to water when you are cook- 

ng beans and potatoes, for instance, and you are boiling off the water 
and putting in more and more water containing fluorine, does that 
fluorine boil off as a vapor or does it stay in that water and become 
more concentrated ¢ 

Dr. Harr. It stays inasasalt. 

Dr. Muuuer. As a salt? 

Dr. Harr. As a salt, yes; like calcium fluoride or sodium fluoride. 
It would not be vaporized and go out. 

Dr. Mitier. So, if you kept on adding more and more water you 
might get quite a bit of fluorides? 


men 
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Dr. Harr. Yes; you would be concentrating the fluorides in the 
residue water. 

Dr. Mirtier. I see. 

Dr. Harr. Unless the situation were acid so that you liberated the 
free hydrofluoric acid. It is as if you have sodium iodide which is a 
salt. If the conditions become acid so that you liberate the iodine 
as hydrogen iodide; the same thing happens with fluorine and those 
two elements can be vaporized or driven off by boiling—but not when 
they exist as salts, 

Dr. Mitier. Yes, all right, thank you. 

Dr. Harr. But the level of safety must be established and that is 
just what the Kingston-Newburgh experiment is designed to do. 
After 10 years, or by 1955, we will have more definite information on 
which to make definite recommendations. 

My own experience in feeding fluorine-carrying salts has been en- 
tirely with domestic animals, the cow, pig, chicken, and certain labora- 
tory animals. From this work we have fixed the safe and tolerable 
level as follows: 

For dairy cattle, 1 to 2 milligrams daily per kilo of body weight. 

For swine, 5 milligrams daily per kilo of body weight. 

For rats, 10 milligrams daily per kilo body weight. 

For guinea pigs, 12 milligrams daily per kilo of body weight. 

For chickens, 40 milligrams daily per kilo of body weight. 

This work grew out of an attempt to find a cheap substitute for bone 
meal as a source of supplementary calcium and phosphorus in the ra 
tion of these animals. It was believed that rock phosphate could act as 
such asupplement. But this material carried 3.5 to 4 percent of fluor- 
ine and so it became necessary to determine the safe level at which 
fluorine could be ingested in the ration of our domestic animals. 

The criteria used were growth, reproduction, and lactation in the 
case of the cow and pig; the condition of teeth was also studied. In 
the case of the chicken, growth and egg production were the criteria. 
The lowest level of fluorine fed the cows was 0.625 percent of rock 
phosphate in the grain mixture or 0.022 percent of fluorine in the 
grain mixture. At this supposedly low level of fluorine, toxicosis 
developed, but only after a considerable period of time—2 years. 
Excessive molar abrasion was apparent and growth as well as milk 
production was somewhat impaired. The level of 0.625 percent of 
rock phosphate was equivalent to about 1 to 3 milligrams of fluorine 
daily per kilo of live weight. This wastoohigh. It meant an inges 
tion of 0.5 to 1.5 grams of fluorine per day for a thousand-pound cow 
This would mean that a rock phosphate level in the grain mixture 
of 0.25 percent could probably be tolerated without physiological! 
harm. iar we did not feed levels as low as this. 

A water with 1 part per million means about 1 milligram of fluorine 
in a quart. For comparison purposes let us put this amount of 
fluorine on a milligram per kilo of body weight basis. A child weigh- 
ing 10 kilos or 22 pounds would be ingesting daily with a quart of 
such water about 0.1 milligram of fluorine per kilo of body weight. 
This is well below what we found as the safe level for the cow, the 
most sensitive animal with which we worked. 

I emphasize this experience with dairy cattle as illustrating the bad 
effects that may result from what we thought was a low fluorine intake, 
but fed over a long period of time. 
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The bones of the newborn animal are practically free or at least very 
low in fluorine content. 

At this point I might comment on the preceding testimony with 
reference to Pablum. They were probably using some old bones 
rather than young calf bones, because had they used a young calf’s 
bones they would not have had a high source of fluorine or a high 
fluorine content in the Pablum. 

During the life of the animal the fluorine of the food and water is 
stored in the bones, but with partial elimination in the urine. If the 
fluorine level in the diet and water reaches a point where the capacity 
of the bones to store fluorine has been met, then there will be an over- 
flow into the soft tissues. When this occurs the possibility of damage 
to the kidney, liver, and heart becomes real and interference with the 
function of the normal enzyme systems may result. 

All this is why I prefer to wait until the completion of the Kingston- 
Newburgh experiment before recommending the general fluoridation 
of water for drinking purposes. ‘Time of ingestion as well as level are 
important factors in this problem as it relates to dental caries in 
humans. 

Quoting the report of the committee in charge of the interpretation 
of the data on the Newburgh-Kingston study, American Journal of 
Public Health, June 1950: 

These data are preliminary and it will be necessary to continue collecting data 
for the proposed duration of the study, that is through 1954 to 1956, to obtain 
idditional information concerning the prophylactic value of fluorine. 


Also— 
Final conclusions regarding the possible systematic effects of fluoride in the 
dosage employed should not be drawn before termination of the 10-year study. 

Thank you. 

I might add that the report I sent sent here—I sent three copies and 
if you will allow me, there is an additional statement that could be 
added which comes from a later progress report on the Newburgh- 
Kingston studies. In that report for February 1951, they state: 

“The D. M. F. rates among permanent teeth of 6- to 12-year-old children in 
Newburgh show a consistent downward trend after 4 years of fluoridation 
whereas D, M. F. rates in the control city of Kingston show no change.’ 

1. 20.6 D. M. F. per 100 permanent teeth to 13.9 or a reduction of 32.5 percent 
n Newburgh. 

20.2 D. M. F. per 100 permanent teeth remained the same in Kingston. 

2. 6.7 deciduous cuspids per 100 in Kingston free from Caries. 

21.3 in Newburgh. 

These results over the period involved, namely 4 years, indicate a partial 
solution of the dental caries problem 

Dr. Minter. Doctor, I just want to ask you one or two questions. 

[ take it from your testimony that you are not ready to say to this 
‘committee to go ahead and write a recommendation that it be used 
universally in drinking water 

Dr. Harr. Why, I think it is alws ays wise, when you plan an experi- 
ment and you have as good controls as the Newburgh-Kingston experi- 
me nt, and where you have competent people to decide finally the values, 

hat it is wise to wait for their decision. 

Dr. Mitier. Do you agree with Newburgh-Kingston people that 
fluorine reduces caries when added to water ? 

Dr. Harr. Well, of course, I would say that the evidence is that there 
s some help, but—— 
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Dr. Minuer. Well, you said that fluorine as such is a poison, did 
you not ¢ 

Dr. Harr. Fluorine is a toxic element. It is not known yet whether 
it is required, whether it is a necessary element in human and anima! 
nutrition. That has never been adequately determined. 

Dr. Mituer. Would you agree that medicine deals with the preven 
tion and cure and relief of disease ? 

Dr. Harr. Yes. 

Dr. Minter. And would you agree that the objective of putting 
fluorine in the water is to perhaps prevent or stop dental diseases ? 

Dr. Harr. I think so. 

Dr. Mituer. Or caries. 

Dr. Harr. I think so. 

Dr. Mitier. Then in that instance that would really be a mass 
medication, would it not, in water? 

Dr. Harr. Yes. It is like the effort to have mass medication by the 
use of all salt being iodinated. 

Dr. Mintuer. Yes. 

Dr. Harr. And that Congress would not agree to. 

Dr. Miruxrr. The other witness preceding you took some exceptior 
when I said it was mass medication, but it does seem to me that if you 
draw it down to its right conclusion and if medicine is the cure and 
amelioration and prevention of disease, then if you use fluorine to 
prevent or alleviate dental caries, then it is medicine, it is medication, 
just like putting iodine into salt. 

Now, I am not saying I am opposed to it, I am trying to find out the 
facts because I still am not prepared to state whether I believe it is a 
good thing or not, I want to know more about it, all of us on this com 
mittee do. We on this committee will have to ask a lot.of questions 
before we recommend and so I like to get someone like you on the spot 
to say “Yes” or “No” about recommending the universal application of 
fluoride in water. Then, we would have somebody to back us up. 

Dr. Harr. Well, I have made my statement here. 

Dr. Mitier. All right, I will examine it carefully, and if I feel Fam 
ona limb I will say, “All right, I will refer you to this professor from 
Wisconsin.” You may hear from us. That is all. 

Mr. Kurinrevp. Dr. Hart, on the first page of your statement you 
discuss the committee that was set up by the mayor of Madison i 
1946 to decide what to do about the fluoridation of drinking water. 
In your statement you say that notwithstanding the adverse recom 
mendations of the committee— 
enthusiastic dentists outside our committee prevailed upon the council to author- 
ize fluoridation and so today that is what we have. 

Can you tell the committee how it was that these enthusiastic 
dentists prevailed upon the council to do so, notwithstanding the ad- 
vice of the committee that was set up to decide that very thing? 

Dr. Harr. Ido not know their technique. 

Mr. Kiernrevp. In that connection, Dr. Hart, what objections did 
your committee have in recommending against fluoridating the water 
supply of Madison? 

Dr. Harr. Well, as I said in my statement, the committee was 
familiar with the set-up of these long-time experiments; and that 
was a scientific method that had been put into effect; and the com- 
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mittee hesitated to make a recommendation until the end of that type 
of experiment. 

Mr. Kuiernreip. Dr. Hart, I believe you point out on page 1 of your 
statement that there are a number of communities in the United 
States whose water naturally contains more than 1 part per million 
of fluorine, and that your committee had been told that no ill effects 
have been reported. 

Now, is that not sufficient proof of the safety of adding fluorides 
such as sodium fluoride to the public drinking water in the amount of 
approximately 1 part per milhon? 

Dr. Harr. I know that such statements have been made but I 
wonder whether really there has been any accumulated evidence from 
expert examination to show that there were no untoward influences 
over the time. As a matter of fact, we simply do not know. 

As I always emphasize, the toxic limit is a tremendously important 
matter and when we find communities ingesting a fluorine content 
such as indicated and nevertheless have gotten along well and ap- 
parently have had no recorded pathology, yet we wonder how well 
controlled was the examination and whether there is not something 
after all that did develop that we do not know anything about. 

Mr. Kieinrevp. Do you know in what form the fluorine appears in 
the localities which have fluorine naturally present in their drinking 
water ¢ 

Dr. Harr. No one knows. You see, we have many salts in the water 
and you have what the chemist calls double decomposition and equi- 
librium appears in one form for some and another form for another, 
depending on the surplus of one particular salt. There might be 
some calerum fluoride or some sodium fluoride of a silicofluoride, and 
soon. Noone know S. 

That is a great indoor sport, to take the total analysis of a water 
and then try to fix in what compound the fluorine existed. It never 
has been done and it never can be done. 

Mr. Kuiernrenp. If that is true, Doctor, I would like your opinion 
on this. Is it safe from the viewpoint of the conservative scientist to 
come to conclusions with respect to the addition of sodium fluoride 
to drinking water in complete reliance upon the apparent results or 
the vital statistics dealing with those localities which have fluorine 
naturally in their public drinking water? 

Dr. Harr. Well, it is the best information you have at the present 
time; but you must be conservative, you must admit that there are 
some loopholes, some things we do not know. But it is the best that 
you have and that is about all that you have. 

Mr. Kuernrevp. Then as 1 understand your statement, Doctor, the 
control studies which are being carried on in cities like Newburgh and 
Kingston are designed to dispel those uncertainties ? 

Dr. Harr. They should help. As an illustration, with some animals, 
for instance, you can get results in a short time. Now, man lives for 
a very long period in comparison. The question is, why were 10 
years selectegl¢ Perhaps if they had selected 50 years they would 
give us better data at the end of 50 years than they will at the end 
of 10 years. 

Mr. Kuerxrecp. Your statement, Dr. Hart, deals with the controls 
exercised in eities like Newburgh. Grand Rapids, and Eva ston. Are 








1570 CHEMICALS IN FOODS AND COSMETICS 


you familiar with the type of medical controls exercised in these pilot 
cities ¢ 

Dr. Harr. No; lam not. 

Mr. Kiernrevp. From our examination, for example, of the reports 
of the Newburgh-Kingston experiments, it appears that only children 
are being medically examined. In your opinion, is it or is it not 
important to check other age groups, such as people who are in thei 
fifties, sixties, or seventies ? 

Dr. Harr. I think it is quite important to cover the whole field. 

Mr. Kuiernrep. Well, if it is a fact and I think it is a fact, that in a 
city like Newburgh, for example, which was discussed in your state 
ment, from a medical viewpomt only children are being examined, 
are you going to be satisfied with the results of those studies when 
they are completed ? 

Dr. Harr. Well, the population may not be satisfied. 

Mr. Kuerwrevp. How about yourself? 

Dr. Harr. I would like to know more about the adults, too. 

Mr. Kixervretp. Would you be interested in knowing more about 
both the child and the adult and the aged who may have been suffering 
from kidney disorders? 

Dr. Harr. Yes; I would like to know about that, too. 

Mr. Kuixeinrevp. Then, should these pilot cities, in your opinion, 
be st udy ing those aspects of the problem, too? 

Dr. Harr. 1 think they should; yes. 

For example, if I may go on; when we were working with our 
animals, we put their tissues through histological and “enzymatic 
studies to determine whether there were influences, particularly on 
the enzyme systems, of certain levels of fluorine. 

We concluded that fluorine is very reactive in certain enzyme sys 
tems and that the general reactions which we got with our animals 
were very much evidenced not merely in the teeth and bones but also 
the soft tissues. From studies with what we call balanced experimen 
tation on income and outgo, it was very apparent that with ou 
animals there was storage of fluorine. 

That is, the amount of fluorine in the bones would rise in those that 
were getting fluorides, 15 or 20 times that which was in the bones of 
the animals which were not getting fluorides. 

So long as there is that storage possibility and the bones can pick 
it up, and keep it from getting to too high a concentration in the soft 
tissue, then a measure of protection is available. 

But if you overreach that point then disaster follows, It influ 
ences the enzyme systems. 

We would like to know the effects in that regard fully. We will 
not know that, however, from the Newburgh- Kingston experiments: 
they will not be able to give us such data because they cannot sacrific« 
the individual and so we are not going to have as complete data as 
you and I might like to have. 

As I said before it has never been established that fluorine is an 
essential element for the life of a mammal. Perfectly ggod teeth and 
bones are made without fluorine in the diet by getting the fluorin: 
just as low as possible in the experimental diets. 

Dr. Miter. If I might ask the doctor a question at this point. Do 
you know what experiments are carried on by the United State: 
Public Health or the American Medical Association or the Ameri- 
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can Dental Association that caused them to conclude that fluorine 
should be used more or less universally in drinking water? 

Dr. Harr. Well, individuals have published analyses of teeth and 
that sort of thing but I do not know of any mass studies they have 
carried on. They may have, but I do not know. 

Mr. Kuetwreitp. Do you know whether any experimental studies 
have been carried on either in the pilot cities or elsewhere to deter- 
mine whether the addition of sodium fluoride in drinking water may 
add to the brittleness of the bones of people who are in the aged 
portion of our population ? 

Dr. Harr. No, I do not know of such experiments. I do know 
of such experiments with animals. 

We have carried on plenty of experiments where we had excessive 
amounts of fluoride in their diets, with a result that the bones become 
of increased size, their breaking strength being actually increased 
rather than lowered. But, at the same time, because of fusion at the 
joints of those bones, the animals would be unable to walk. 

Of course, those were experiments where we used excessive amounts 
of fluorides. 

Mr. Kureinrei_p. How is fluorine excreted from the body? 

Dr. Harr. It is excreted in the urine, the larger amount of it. Of 
course, it divides itself. Some will go out in the feces, but it is usually 
in the urine, that will be the main excretory channel. It depends upon 
a lot of things in the diet. If you have an excess of calcium salts in 
the diet the fluorine is likely to go largely by way of the feces. 

Mr. Kuerrevp. Might there therefore be a greater problem in 
the case of those people who have some kidney disorder / 

Dr. Harr. That I would not know. 

Mr. Kuiervrevp. Is it scientific, Dr. Hart, to say that because natur- 
ally fluoridated water has not been shown to cause harm to anyone, 
that is, the vital statistics do not show that specifically or because ap- 
parently there is no greater incidence of particular diseases in these 
localities, the addition of a fluorine compound like sodium fluoride 
in drinking water would have exactly the same biological effect ¢ 

Dr. Harr. I do not know. 

Mr. Kierretp. Do you know of anybody that has made any defi- 
nite research or experimentation to try to determine that rather im 
portant fact? 

Dr. Harr. You mean, as to the form the fluorine takes when it is 
added to the water? 

Mr. Kiervretp. No. Let us assume that we want to add sodium 
fluoride to water which does not naturally contain fluorine. Do you 
think that we can rely entirely on the fact that, in a community the 
water of which contains natural fluorine, apparently there has not been 
any greater incidence of various diseases and people do not seem to 
be dying any younger than in any other localities? Is that a safe 
scientific conclusion to make? 

Dr. Harr. It would be difficult to answer that. We do know that 
there are differences in the effects of calcium fluoride as contrasted 
with sodium fluoride. One is a more soluable salt and we will get 
detrimental reactions at a lower concentration than in the case of a 
more insoluble salt. 

Now, in the case of adding it to the water, what form it takes is 
going to depend on what the constituents of that water are. 
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So, you have all sorts of distributions among the various other salts 
that are in that water when you add the sodium fluoride. 

Whether they are going to be different in effect is not known. For 
instance, in our State which has the record of having more fluorinated 
water than any other State in the Union—they are adding in one case 
hydrofluoric acid and more often it is sodium fluoride—no one can 
answer the point as to whether these different forms that might he 
used as carriers of the element fluorine, no one can answer that ques- 
tion as to whether they are going to have different physiological 
effects. 

But we do know with our animal work that calcium fluoride because 
of lower solubility is less toxic at the same level of fluorine than sodium 
fluoride. 

Mr. Kiernrevp. To carry that on a little further in a somewhat dif- 
ferent direction, Doctor, we have had testimony that fluorine is pres- 
ent in certain foods. 

Dr. Harr. Yes. 

Mr. Kietnrexp. Such as fish. 

Dr. Harr. Yes. 

Mr. Kiervrecp. And some breakfast foods. 

Dr. Harr. Yes. 

Mr. Kurrnrevp. Is the solubility of the fluorine in those foods and 
the fluorine or the sodium fluoride in drinking water the same ¢ 

Dr. Ilarr. No one knows. Well, drinking waters may vary as to 
the forms of fluoride they may have, depending on the salts that were 
there to meet it when you put it in. 

Now, in the case of the fish, you have all sorts of organic com- 
pounds with which the fluorine can unite. So you will have different 
forms of organi¢ fluorine compounds. You may have a protein, pos- 
sibly, combined with the fluorine, or you may have fats combining 
with the fluorine, just as you may have iodine combining, for instance, 
with the fats or protein of linseed oil meal. In that form it is much 
more stable than when you have a potassium iodide. There are all 
sorts of combinations and nobody knows what they are. 

Mr. Kueinrevp. Well, is this solubility an important thing to be 
considered in connection with the fluoridation of water ? 

Dr. Harr. I know that was raised in our committee at the time 
we gave our report to the Mayor, as to what the effects were on solu- 
bility. Nobody can answer that. 

Mr. Kieinrevp. I have no further questions. 

Dr. Ifeprick. Doctor, these animals to which you fed large quan 
tities of fluorine, did you say that you made some histological slides 
on those animals? 

Dr. Harr. Yes. 

Dr. Heprick. Did you find any change in the kidneys ? 

Dr. Harr. Yes, there were necrotic areas in the kidney. 

Dr. Heprick. You did not find any kidney stones ? 

Dr. Harr. No; we did not find any kidney stones; no, sir. 

Dr. Heprick. Or any deposit of crystals in the tissues ? 

Dr. Harr. No. 

Dr. Henrrcx. Do you think that there is any possibility that there 
may be a connection between fluorine and hypotrophie arthritis? 

Dr. Harr. I donot know. 
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Dr. Hepricx. That is a condition where there is an increase in bone 
tissues around the joints; where there is an increase in bone deposits 4 

Dr. Harr. Of course, when excessive amounts of fluorine were used. 
we saw that in our animals. I wish I could have brought with me 
bones from these animals that had excessive amounts of fluorine, and 
also their teeth. 

Now, you know, there is no explanation at the present time as to 
how fluorine helps the tooth to prevent caries: itisa fact. that if you 
feed high levels of fluorine, going beyond the point of having mottled 
teeth, that tooth becomes soft, not hard. It becomes soft. 

Our cattle with excessive amounts of fluorine showed great abra- 
sions of their teeth. They failed to drink cold water and we won- 
dered why and when we opened their mouths and examined them, we 
found that their teeth were greatly abraded, right down to the pulp 
cavity; that was open, and the food was getting into the pulp cavity 
and there was putrefaction and pain. An excessive amount of fluorine 
gives soft teeth. 

Now, there is no sound evidence as to how fluorine acts, to make a 
hard tooth with the smaller quantities. 

Of course, on the blackboard I can write a formula for you as to 
the possibility of small amounts of fluorine, say, displacing an hy- 
droxyl group in the complex calcium phosphate or carbonate hydrox- 
ide structures of the tooth, but nobody has given us evidence that that 
is what it actually does. 

Dr. Heprick. Well, an excessive amount of fluorine in drinking 
water would be very dangerous for a community, would it not ¢ 

Dr. Harr. Well, 1 would not say that, from the evidence that is 
accumulating in Newburgh at the present time and at Kingston and 
other places. 

Dr. Heprick. Well, you say it might cause a softening of the 
teeth 

Dr. Harr. At higher levels. 

Dr. Hreprickx: That is what I mean, an excessive amount of it. 

Dr. Harr. Yes, with higher levels; at least, it did with our animals, 

Dr. Heprick. Certainly it would do the same thing in humans, I 
would think. 

Dr. Harr. Could be. 

Dr. Heprick. Do you know of any green garden vegetables that 
have any fluorine in them ¢ 

Dr. Harr. All of our plants have. Now, that problem worried us 
a good deal 15 years ago. 

That is because in agriculture we had been fertilizing our fields 
with rock phosphate and rock phosphate is a carrier to the extent of 
314 to 4 percent of fluorine, and when you make acid phosphate from 
rock phosphate, you leave half of the fluorine in the acid phosphate 
and that goes onto our fields. é 

We were worried whether we were not running into a very im- 
portant problem, by adding about 35 pounds of fluorine to every acre 
of soil every time we put on 1,000 pounds of rock phosphate, and we 
wondered where it was going and what was happening. 

So, we went to Pennsylvania Agricultural College where they had 
some very old experiments and to Illinois and to Ohio experimental 
stations, too, where they also had some very old experiments, where 
they had been fertilizing plots of grains and grasses with bone meal 








1574 CHEMICALS IN FOODS AND COSMETICS 
which is relatively low in fluorine and with rock phosphate, which is 


high. 

We took those plants, some wheat, some corn, and some alfalfa, 
and so on and began analyses for fluorine to see whether we were 
going in the wrong direction in our fertilizing program in agricul- 
ture. 

But, the evidence showed that those plants were not picking up more 
fluorine from the soil where high fluorine had been add ad. 

So then, we went down to Tennessee, where they had lysimeters. 
Now, a lysimeter is a block of ground left intact and underneath dug 
out and where you can have receptacles to catch the rain water as it 
comes through the surface soil. These surface soils were fertilized 
in different ways, high and low fluorine. 

We found that the fluorine from the rock phosphate or the acid 
phosphate additions, was going into the drainage waters and ulti- 
mately it was going to get into the drainage systems of the land. 
However, the plants themselves, the seeds especially, showed no in- 
crease in fluorine content over the controls. 

Dr. Hepricx. Is that true of celery and produce like that? 

Dr. Harr. You would expect the leafy parts of plants to pick up a 
little more, but there was nothing striking, although you should re- 
member that we are getting fluorine all the time in our food in certain 
amounts—luckily, it 1s small. 

Dr. Heprickx. There is probably more fluorine in seafood than any- 
thing else. 

Dr. Harr. Yes, that is true. 

Dr. Heprick. Perhaps we are getting enough without adding it to 
our water. What do you think about that? 

Dr. Harr. Well, it does not seem to prevent caries; and the addi- 
tion, if these experiments are correct, indicate that one can help 
that way in the reduction of caries, with this level of one part per 
million in the drinking water. 

I a very interesting letter, if you will allow me to¢omment. Will 
you 

Dr. Hepricx. Yes, if it is all right with the chairman. 

The Carman. Yes. 

Dr. Harr. I had a very interesting letter from a doctor the other 
day in which he thought we were on the wrong track in adding flourine 
in water because of the varying amounts we consume or the children 
consume. 

When the child is a baby, he drinks milk. They do not drink much 
water, they drink milk. 

There is very little fluorine, if any, in milk, practically none. Now, 
he wanted to know why should we not add fluorine to our milk. And 
he wanted to know, should we not add it to the cows’ ration so that it 
would go over into the milk. 

Well, we happen to have had experiments on the subject and we 
knew that you do not transmit fluorine through the cow into the 
milk from the feed. 

He told how he had added fluorine to the milk of his own children 
and the excellent teeth that they had. That was from his own persona! 
experience, by adding it to milk rather than adding it to water. 

Dr. Hevrickx. Thank you. 


CHEMICALS IN FOODS AND COSMETICS 1575 


Mr. Kuernrevp. If adding sodium fluoride to milk were effective 
then those people who wanted fluorine could get it in the milk and 
those who did not want it could avoid it. 

Dr. Harr. Yes. 

The Cuarrman. Thank you, Doctor. 

There is just one thing I was thinking about. I do not know 
whether you are qualified to answer it. 

You talked about the solubility of fluorides, particularly calcium 
fluoride. Now, how soluble is this fluoride that is added to the water? 

Dr. Harr. Well, it is in solution apparently; it is in what we call 
a solution. 

The Cuarrman. Well, if we take a gallon of it, let us say, and put 
it in a reservoir, how are we going to be assured that that is evenly 
distributed throughout ail of the water. What is the physical method 
of doing that, if you know? 

Dr. Harr. I do not know, but I understand the engineers have 
worked out efficient ways of adding fluorides to water. 

The Craimman. So that it is equally distributed and so that no 
greater quantity would be in one portion of the water than in the 
other? 

Dr. Harr. That is what the engineers say. I do not know. 

The Cuarrman. Of course, we can realize what might happen, espe- 
cially from your testimony, if it were not evenly distributed and there 
was too much in a portion of the water. Thank you, Doctor. 

Mr. Kleinfeld, will you call the next witness? 

Mr. Kuernretp. Dr. Hurme. 

The Cuarmman. Will you give your name and address to the re- 
porter ? 

Dr. Hurme. Veikko Oscar Hurme; 140 The Fenway, Boston, Mass. 

(The oath was administered by the chairman.) 

The Cuarrman. You may proceed. 


TESTIMONY OF VEIKKO OSCAR HURME, D. D. S., DIRECTOR OF CLIN- 
ICAL RESEARCH, FORSYTH DENTAL INFIRMARY FOR CHILDREN, 
BOSTON, MASS. 


Mr. Kuernrevp. Dr. Hurme, what is your academic background ? 

Dr. Hurme. Before entering dental school, I spent 3 years in the 
School of Liberal Arts at Tufts College and then I graduated from 
the dental school in 1934, cum laude. 

Mr. Kiernrevp. What school ? 

Dr. Hurme. The same college. 

Mr. Kuetnrevp. Tufts? 

Dr. Hurme. Tufts. 

Mr. Kuiernretp. What has your professional career consisted of 
since you graduated ? 

Dr. Hurme. Well, immediately upon graduation I was asked to 
join the teaching staff as instructor in operative dentistry. 

Mr. Kiernrevp. At Tufts? 

Dr. Hurme. At Tufts. 

Mr. Kuiernrevp. How long were you connected with that college? 

Dr. Hurme. I was connected in that capacity from 1934 to 1938 
and again from 1940 to 1941. The period from 1938 to 1940 I spent 
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at Yale University Medical School and as a resident intern at the 
New Haven Hospital in New Haven, Conn. 

Mr. Kierrevp. Are you a member of any professional societies? 

Dr. Hurme. I am a member of several societies, including the 
International Association for Dental Research, Sigma Chi, American 
Association for the Advancement of Science, American Association 
for Physical Anthropology, the Society for Research in Child De- 
velopment. Those are the chief ones. 

Mr. Kieinrevp. Have you contributed papers to the profession in 
the field of dentistry ? 

Dr. Hurme. I have contributed approximately a score of papers 
since 1934. 

Mr. Kieinrevp. What have you been doing since 1941? 

Dr. Hurme. Since 1941 I was at the University of Illinois as 
assistant professor in operative dentistry. 

Mr. Kuermvyreitp. And subsequently / 

Dr. Hurme. In 1946 I came to Boston to join the Forsyth Dental 
Infirmary for Children as director of clinical research. 

Mr. Kurinrevp. You hold that position now ¢ 

Dr. Hurme. I do. 

Mr. Kierxrecp. What is the Forsyth Dental Infirmary for 
Children ¢ 

Dr. Hurme. It is an endowed institution which started operating 
around 1915, and it is devoted to providing dental service for chil- 
dren. It is chartered to carry ot such studies as are possible to find 
out what the problems of dental disease are; in other words, to do some 
research. 

Mr. Kietnreip. Does it have both a dental and medical department a 

Dr. Hurme. We have on the staff a medical man. It is not a big 
department, but we do have one physician. 

Mr. Kvervrevp. You have a research department ? 

Dr. Hurme. Well, research more or less permeates the whole build 
ing. In other words, very many of the children who come in to us 
are being studied with research in mind. 

Mr. Kurinretp. About how many children do you treat over the 
course of a year‘ 

Dr. Hurme. You embarrass me now. It is a very large number. 

Mr. Kirinretp. Approximately, I mean. 

Dr. Hurme. There are several hundred children treated annually. 

Mr. Kuiernrevp. Will you proceed with your statement ? 

Dr. Hurme. This statement, dealing with the need for an impartial 
scientific reevaluation of proposals to add inorganic fluorides to public 
water supplies, has been prepared at the request of the Select Com- 
mittee to Investigate the Use of Chemicals in Food Products of the 
United States House of Representatives for presentation before the 
committee on February 21, 1952. It consists of the major portion of 
an unpublished paper entitled “An Examination of the Scientific 
Basis for Fluoridating Populations,” pages 2, 3, and 4 of which have 
been omitted as irrelevant. 


INTRODUCTION 
The discovery that fluorides may be of value in reducing the preva- 


lence and extent of dental decay is a contribution of major importance 
in the field of dentistry. It is only proper that much credit should be 
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given to the men who have worked for years to make this theoretically 
valuable contribution, and who have provided scientists with a con- 
crete starting point from which it may be easier to push further into 
the mysteries that still surround the causation and prevention of 
dental disease. 

The proposals to raise artificially, to predetermined levels. the fluo- 
rine concentrations of all public water supplies which may be judged to 
be “deficient” in the concentration of this element. stem from a con- 
cept according to which there is an inverse relationship between the 
fluorine content of a tooth and its susceptibility to decay. Since the 
fluorine content of a tooth appears to depend primarily upon the 
quantity of fluorides taken into the body during the period of tooth 
development, the advocates of universal fluoridation believe that the 
best practical means for insuring a sufficiently high fluorine content of 
teeth is by compelling all children in a community to ingest fluoride- 
bearing water. The fact that such a method necessitates the con 
sumption of fluoridated water by all segments of a population is not 
looked upon by the proponents of mass fluoridation as of sufficient im- 
port to interfere with the immediate acceptance of the prophylactic 
technique they favor. 


CONTROVERSIAL POLNTS 


8 Nutrition: Fluorine hever has been proved to be an indispensable 
chemical element for the maintenance of healthy body or healthy 
teeth. So far as available scientific ey idence goes, life can be main- 
tained without the presence of fluorine compounds inthe body. In this 
respect it is comparable to radium, of which normal human tissue is 
reported to contain on an average ISG atoms per cell. Although 
radium possesses i credibly potent physiological action, there is no 
evidence whatever of its indispensability for the functioning of a 
normal healthy living cell. If the body can tolerate minute quantities 
of certain “trace” elements like radium or fluorine, are we not on un 
safe ground when we infer that such unavoidable contaminants are 
essential for life and health? 

There has been more and more tendency to designate fluorine as a 
dietary essential, although it is clear that this argument cannot be up- 
held until the physiologic indispensability of fluorine has been defi- 
nitely established. It is quite clear, however, that the problem of 
fluorine intake and elimination must be studied against a background 
of the general dietary and nutritional status of the individual. The 
presence of other minerals in the diet, such as calcium and magnesium, 
has an effect on the action of fluorine. Furthermore, since very little is 
known about fluorine in various organic combinations, in contrast to 
more extensive information about inorganic fluorides, it appears pre- 
sumptuous today to claim that inorganic fluorine added to drinking 
water is the precise equivalent of similar concentrations of naturally 
occurring fluorine compounds in water and foods. 

The claim made by some water engineers that the water in the dis 
tribution system has no “demand” for fluorine—as it has for chlorine 
suggests that fluoridated water is inferior to purer water for the 
maintenance of life. The minute organisms present in water do not 
consume fluorine. <A similar biologic assay is furnished by insects 
that prefer unprocessed flour to processed flour. 


96568—52——pt. 3 24 
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In the light of present-day information, one may hypothetize that 
if an organism needs a trace quantity of fluorine as it needs a trace 
quantity of cobalt, this trace quantity is generally available all over 
the earth, without recourse to artificial supplementation. Some of 
the highest life expectancies are reported from the regions of the 
globe with the least fluorine in soil or water. 

Although water is not ordinarily classified as a food, everyone knows 
that without water nutrition is an impossibility. Man can get along 
without many specific compounds designated as foods, but he cannot 
live without water. Therefore, if great pains are taken by the United 
States Food and Drug Administration to insure a high quality of 
foods, drugs, and cosmetics, even greater pains should be taken to 
insure the highest quality of public water supplies. 

Rather marked indiv dual variations in the consumption of water 
and food preparations complicate the problem very much. These 
variations, in turn, are tied up with such special aspects of the main 
problem as inherent biologic variation and physiologic food and water 
requirements in health and disease. 

2. Toxicology: The uncertainty that exists in the minds of many 
regarding the advisability of adding fluorine compounds to any public 
water supplies is due, primarily, to the very incomplete state of our 
knowledge about the toxic effects of fluorine in its various forms. 
There is no disagreement about the fact that fluorine is a protoplasmic 
and enzymatic poison. Controversy arises only when those, who are 
in favor of treating everyone in a community with fluorine, state that 
there is no need for concern over the toxicity of minute quantities of 
this element over a life span of time. 

Many contradictory and unwarranted assumptions and diversion- 
ary issues have beclouded the main problem. For this reason it is 
now impossible to deal with the toxicology of fluorine both briefly and 
compedaialiedi. It appears better to attempt a review of the present 
state of knowledge by examining the various special aspects of the 
problem separately, under appropriate subject headings. 

3. Biologic variation: Although the universality of biologic varia- 
tion has been recognized for a long time, the import of this phenom- 
enon does not appear to be fully realized by all men in various 
branches of applied biologic science. This is true, to a fair degree, 
of such applied sciences as medicine and dentistry, with which we 
are now concerned. 

Variations in anatomical form, biochemical constitution, physio- 
logical function, et cetera, frequently lead to variations in the adapt- 
ability of man to hisenvironment. If his biological reactivity is ade- 
quate to protect him from the normal environmental hazards of life, 
he is healthy. Disease, or malfunction, or death occur when certain 
personal deviations are so great that compensatory or adaptive proc- 
esses temporarily or permanently fail to make the person adequately 
responsive. 

It would seem that all arguments for recommending impregnating 
every person in a community with a daily dose of fluoride are bound 
to be seriously defective arguments until we possess well-documented 
scientific evidence on the phenomenon of human variability in regard 
to fluoride tolerance. The problem is of prime importance for a num- 
ber of reasons. 
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The most important single reason is furnished by the numerical 
size of the population groups to be treated with fluoride. Since no 
one to date has suggested the installation of duplex types of public 
water systems—one set of water mains for pure water and a second set 
for fluoridated water—it is obvious that, for all practical purposes, 
approval of fluoridation will make fluoridation compulsory for every 
individual living ina community. Every human body is to be treated 
with the chemical; the unborn, the young, the middle-aged and the 
old; the sick and the well; those with teeth and those without teeth; 
those who believe in medication and those who do not. The procedure 
will be mass medication of truly heterogeneous population groups, 
without parallel in the annals of medicine. 

Available scientific data, including dental statistics, provide ample 
support for the argument that the ranges of inherent biologic varia- 
tion in fluoride tolerance are very large for many species, including 
man. A statistician knows that, in trying to express variability 
mathematically, he is on proportionately safer ground the larger is 
the so-called “random sample” on which he bases his computations. 
Not only does he desire as large a sample as possible, but he also wants 
to he certain of a high degree of “randomness,” or representativeness 
in his sample. On the basis of vast experience scientists know that 
the upper and lower limits of variation generally are the farther apart 
the larger, numerically, is the group under study. 

Universal and constant utilization of fluoridated water naturally 
raises the question whether enough is known about biologic variation 
in fluoride tolerance for us to say that the chemical, in the concentra- 
tions proposed, does only good and never any harm. Are the safety 
zones so wide for one hundred thousand people, or for a million people, 
that the possibility of a health hazard remains purely theoretical and 
of no practical significance ¢ 

It can be said, without fear of contradiction, that the answer to the 
question just asked is not known. No medical statistician today 
knows how to draw a frequency distribution curve depicting fluoride 
tolerance, wherein the ordinates represent proportional numbers of 
people and the abscissae the fluoride concentrations that are the upper 
limits of safety for various sections of a population. 

(Figure 1 submitted by Dr. Hurme is as follows :) 
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Dr. Hurme. To elucidate this problem further, one might draw a 

diagram (fig. 1) that shows three hypothetical frequency distribu- 

tion curves of fluoride tolerance. Curve X is a typical symmetrical 
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“normal” distribution curve with a wide base extending from about 
1 part per million to almost 11 parts per million (hypothetical ex- 
tremes of tolerance) and a summit at 5 parts per million (the average 
for the population). Curve Y is a much more “peaked” curve, with a 
summit at 2.5 parts per million and a narrower base between 0.25 part 
per million and 5.25 parts per million. Curve Z is a markedly 
“skewed” curve, rising gently from 1.75 parts per million to 7 parts 
per million and then descending abruptly to 9 parts per million. 
Any one of these three arbitrary curves may furnish the correct sta- 
tistical description of fluoride tolerance in a large population. Yet 
they are all quite different from each other, indicating greatly different 
responses to fluoridation of masses of people. Actually, since we 
have no scientifically secure basis for fluoridation, it is possible that 
all three curves, X, Y, and Z, are wrong. The high tolerances shown 
are also likely to be a false representation of actual facts. 

The most important part of any such frequency distribution curve 
is, of course, the left-hand portion, which shows the proportion of 
population subject to injury from low concentrations of fluorine. 
Unfortunately, the end portions of such curves can be determined 
accurately only by studying large population groups. 

4. Medical studies: Among the causes of variation in fluoride tol- 
erance variations in health, or physiologic efficiency, would seem to 
rank quite high. This theoretical aspect of the problem throws a 
great deal of responsibility upon such medical organizations as are 
asked to endorse the concept of mass fluoridation on the basis of 
existing scientific evidence. The very fact that fluorides are claimed, 
by many, to be potentially dangerous therapeutic agents, should be 
enough to motivate thorough investigation of the validity of these 
claims. Moreover, it can be pointed out that there is already con 
siderable, more or less fragmentary, information in the literature 
which suggests the need for caution. 

It isa fact, nevertheless, that medical literature today is peculiarly 
devoid of first-hand reports on the physiology of fluorine compounds. 
A perusal through the indexes of various medical journals quickly 
confirms this statement. In many seemingly exceptional instances 
further study reveals the references to fluorine to consist of abstracts 
of reports published originally in some nonmedical journal and writ- 
ten by some investigator outside the field of medicine proper. 

The ability of the body to rid itself of various toxic agents is im 
paired markedly in certain pathologic conditions. There are almost 
no data today on the reductions in fluoride tolerance caused by various 
physical anomalies and degenerative diseases. The need for detailed 
studies of the elderly is particularly pressing, since this large seg- 
ment of our population furnishes the medical profession with most of 
its problems in the prevention, alleviation, and cure of toxic states 
associated with physical degeneration. 

So far, medical researchers have paid relatively little attention to 
the problems of chronic fluorine toxicosis. They have been engrossed in 
attempts to unravel the etiologies of several diseases—poliomyelitis, 
heart disease, cancer, arthritis, ete—which are far more spectacular 
than insidious fluorine poisoning. One can summarize the situation by 
asserting that medical approval of fluoridation, based on thorous> 
long-term investigations, is still needed. 
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It is known that the commonly employed medical diagnostic labels 
seldom give any definite indication of the etiologic factors responsible 
for the development of disease in any given instance. With the doubt- 
ful exception of some so-called infectious diseases, very few diagnoses 
are specific in an absolute sense. 

The often repeated claim, that no harmful results have been noted 
from the ingestion of water containing only 1 part per million of 
fluoride, loses much of its force if the aforementioned point is kept 
in mind. The claim of noninjuriousness rests on a rather bold as- 
sumption, according to which signs and symptoms of fluorine poison- 
ing are always sufficiently clear-cut to be easily recognized. This 
assumption has not been confirmed by positive evidence. ‘Thus it 
follows that reliance on negative proof of fluorine toxication may be 
misleading. VPositive evidence to corroborate the negative evidence is 
lacking. 

A homely illustration may be helpful for conveying the intent of the 
weceding paragraph. If a stranger is admitted into a house because 
ve comes to the door and claims that he has no money to pay for 
lodging at a hotel, he is admitted as a guest on the basis of good faith, 
or negative evidence. If his clothing and general appearance attest 
to the truthfulness of his claim, he may be admitted as a guest on the 
basis of implicit trust. However, only by subjecting the stranger 
to a thorough search of his body and of all his personal belongings 
can one obtain positive evidence of the truthfulness of his claim. 

The need for epidemiologic surveys of fluorosis has been recognized 
recently. But m view of the uncertainty which exists regarding the 
signs and symptoms of subclinical fluoride poisoning, there is reason 
to believe that such surveys, although very desirable, will be of dis- 
tinctly limited usefulness. 

If the ingestion of fluorides over long periods of time should result 
in a shortening of some life spans by only a few weeks, or even a few 
months, such effects would not necessarily be obvious enough to be 
revealed by a cursory inspection of mortality statistics anywhere. 
A clue to such possibilities can be obtained best through experimenta- 
tion with some species of mammals approximately as sensitive to 
fluorine asman. ‘The possibility of shortening some life spans by even 
a month or two should be considered, and the difficulties of proper in- 
vestigation should be disregarded, since huge sums of money are being 
spent annually for the express purpose of extending some life spans 
not more than a month or two. 

. Subjective signs, or syimptonis, of fluorine toxicosis: It is well 
known that prolonged ingestion of minute doses of various toxic 
agents may not be associated with any definite subjective signs of 
danger. As regards fluorides, it is more than likely that we are deal- 
ing with chemicals that have particularly good desensitizing proper- 
ties. Fluoride pastes have been used by many dentists for desensitiz- 
ing hypersensitive dentin; they work very well in many instances, 
though not in all. Certain organic fluorides have become potent tools 
for the physiologist who is investigating the mechanism of transmis- 
sion of nerve impulses, as it has been shown that they nay inhibit the 
enzyme cholinesterase in nerve tissue. 

| here is considerable e\ idence according to W hich a high percentage 

f the fluoride absorbed through the intestinal tract rapidly finds its 
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way into various body fluids. Inasmuch as some 90 percent of the 
human body is water, there is no firm basis today for the argument that 
ingested fluorides cannot have the remotest influence upon the func 
tioning of tissues other than bones and teeth. The gray matter of 
the brain is over 85 percent water. Since nerve function is not 
completely independent of the influence of calcium exchange and since 
the intake of fluorine, in turn, has some influence upon the utilizatio: 
of calcium, it would seem that there is a good theoretical basis fo: 
insisting upon some study of the role of fluorides from the neuro! 
ogist’s viewpoint. As yet we are not in a good position to stat 
categorically that the failure to associate any unpleasant nervous 
symptoms with the daily ingestion of small quantities of fluoride is a 
reliable criterion, indicating freedom from danger. 

In the name of scientific impartiality it is only fair to point out that 
some dulling or retardation of nerve activity may be quite desirable 
in many instances. Some clinical observations suggest a close con 
nection between a patient’s neurologic status and the health of his 
dental organs. 

6. Objective physical signs of fluorine toxicosis. A clarification of 
the problem of physical signs of fluorine toxicosis still is needed 
Three explanations can be found for the incomplete state of our 
knowledge regarding this very important subdivision of the main 
problem: (1) the general, and probably universal, absence of diag 
nostic subjective symptoms in all cases of mild chronic fluorine toxi- 
cosis: (2) the diversion of attention by too much emphasis on the sub- 
jects of acute fluorine poisoning and the spectacular results of severe 
chronic fluorosis in its terminal stages; and (3) overmuch reliance or 
the assumption that only statistics on tooth enamel and studies of some 
physical properties of bones are needed for establishing the safety 
limits for ingestion of fluorides. 

The last-mentioned point requires special elaboration. Teeth do 
no serve as useful toxicologic indicators for all, or even most, toxi 
substances. The vast majority of poisons produce no clinically de 
tectable dental changes. ved if, for the sake of argument, we were 
satisfied with the proposition that in the case of fluorine we are dealing 
with an exception to the general rule, further reflection would readily 
disclose its limited applicability. The diffuse abnormal opaque 
ness of dental enamel, commonly referred to as mottling, is con- 
ceded to be due, in many instances, to excessive ingestion of fluorides 
during the period of enamel formation. Once enamel formation 
completed, the intake of fluorides has little or no visible effect on nor 
malenamel. Thus it follows that when the crowns of the third molars 
are fully calcified, the visible parts of the teeth cease to serve as in 
dicators of excessive fluoride intake. 

Among the very inadequately studied physical signs of fluorine 
toxicosis are inflammation and destruction of gingival and peridenta! 
tissue. Published and unpublished observations by many men suggest 
rather strongly that periodontoclasia, that is “pyorrhea,” may be in 
duced, or aggravated, by certain chemicals, including fluorides. Since 
the term “good dental health” denotes a satisfactory status of the teeth 
as well as of their supporting tissues, it is obvious why overmuch re 
liance on statistics which deal only with tooth enamel leaves muc! 
room for dissatisfaction. 
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It would lengthen this discussion unduly to review in detail all ihe 
information now available which indicates the reality of the need 
for —— more precisely what may be the physical signs of fluorine 
toxicosis. One more insufficiently corroborated dental observation 
should be mentioned, nevertheless. There are some grounds for the 
belief that ingestion of fluorides may slightly retard the eruption of 
teeth. If this is a correct observation, it is evidence of a general physi- 
ologic response to fluoride consumption. 

7. Dental statistics. Presently available statistical evidence, some 
of which is frequently quoted to prove the alleged benefits of fluorida- 
tion, suffers from a number of serious weaknesses. 

The incompleteness of data on teeth has been mentioned already. 
As long as careful observation and statistical recording of data on 
the periodontal tissues are left out of the picture, only one-half of the 
story is being told. 

The existence of considerable conflicting evidence in the published 
statistics dealing with fluoride concentrations and decay of teeth has 
been given rather scant attention. Equally disharmonious data on 
mottling and fluorine suggest the need for recognizing the problem 
as a multifactorial one, which cannot be settled by computing corre- 
lation coefficients for only two variables. Geographic, dietary, ethnic, 
and other factors loom significant in many instances. 

The quality of the raw data on which the published statistical re- 
ports depend is, in many instances, open to question. Statistical gen- 
eralizations are never better than the seemingly little individual units 
upon which they are based. The procedures of examining teeth are 
very difficult to standardize and the influence of personal bias on the 
part of examiners equally difficult to eliminate. 

Those who are familiar with the details of studies involving obser- 
vations on teeth know very well the difficulties inherent in all tech- 
niques devised for expressing dental decay numerically. The most 
popular technique—the DMF index—is ill-suited for scientific work 
involving the dentitions of children, especially those where a part of 
the deciduous dentition has been lost and only a part of the permanent 
one has emerged. The difficulties in this area are of a sufficiently 
fundamental character to justify a word of caution. Dental statistics 
today do not merit implicit trust, for purely technical reasons. The 
writer believes that he has had enough personal experience in this field 
to be aware of some of the pitfalls in the compilation and interpreta- 
tion of dental statistics. 

On the analytical level the situation is not any better. The pro- 
cedures generally employed are such that all pertinent facts are not 
brought to light. It is, for instance, impossible to find out to exactly 
how many people the statistical generalizations apply. The basic 
data on teeth are not analyzed in such manner that-one can say, 
definitively, first, what proportion of individuals appear to have bene- 
fited from the ingestion of fluorides; second, what proportion was not 
affected in any observable manner; and, third, what proportion may 
have been affected in an adverse, or injurious, manner. Even though 
the teeth of 99 people out of 100 might derive some benefit from 
fluoridation, it is important to know whether teeth of the hundredth 
person might show intensification of decay because of the treatment. 

The method of computing the reductions in dental caries preva- 
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lence is also open to question. A few students of this problem have 
shown, rather clearly, I would say, that the commonly employed 
method of computation gives percentage reduction figures that are 
much too high and, therefore, misleading. The deceptiveness of cer- 
tain statistical manipulations has been underscored in critical apprais 
als of the effectiveness of topical fluoride applications. 

The value of published data on mottling of teeth is also debatable. 
This is due to the fact that a reconsideration of the classification of 
opaque enamel hypoplasias is needed before the problem can be studied 
statistically. The writer has contributed one report on this special 
subject. 

8. Animal experimentation: Leading scientists in physiology, bio 
chemistry, medicine, and pharmacology have recognized for a long 
time that science does not yet possess sufficiently delicate analytical 
technics to detect, with certainty, what is called subclinical injury. 
Usually there must be a great deal of damage to some organs of the 
body before we are aware of something being wrong. 

In order to get clues regarding the toxicity of a chemical, tests on 
animals are utilized, and the greater the number of species available 
for such tests, the better. Besides various tests for acute toxic effects, 
or minimal lethal dose, long-term studies with small dosages are made. 
Large numbers of animals are studied and an effort is made to deter- 
mine whether chronic toxicosis will lead to a shortening of the life 
spans of any in the group. The effect of antecedent or concurrent 
disease may also be taken into account in these studies. 

Since the big problem in fluoridation is the ruling out of subclinical 
injury, or the existence of a health hazard to persons who are not 
completely healthy one is entitled to ask about the quantity and quality 
of animal experimentation that has been done in relation to fluoride 
consumption. Furthermore, since it is claimed that fluorine benefits 
the infant and child more than the adult, one has a right to ask how 
intensively the relationship between growth and fluorine ingestion has 
been investigated. 

[It is a surprise to find prominent—very prominent—gaps in this 
area of investigative science. Apparently animal experimentation 
has not placed us in a strong position for recommending immediate 
adoption of universal fluoridation where the natural fluoride content 
of water supplies is low. Most of the animal studies reported in the 
literature deal with the rat, or some other rodent, although it is 
known that the rat is far less sensitive to fluorine than man, in addi 
tion to being dissimilar in many other respects. The rodents, for 
example, never have two sets of teeth like man. It need hardly be 
pointed out that if no laboratory animals can be found exceeding man 
in sensitiveness to fluorine, then the results of even the best organized 
animal studies will have to be interpreted with considerable caution. 

9. Biochemical studies: Biochemical technics appear to require 
much further development before we can secure authoritative date on 
the physiologic behavior of fluorides. The measurement of fluoride 
concentrations in the blood, for example, has not been satisfactorily 
solved. 

10. Survey of literature: The world literature dealing with various 
aspects of fluorine intoxication, and so forth, contains many individual 
items (ranging from brief abstracts and incidental references in ar 
ticles devoted to subjects other than fluorosis to extensive, book-length 
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monographs), the contents of which do not appear to be well known 
to all students of the problem. Relatively few institutions possess 
excellent collections of reprints and books on the subject. No one to 
my knowledge has prepared either an index on the basis of special 
subdivisions of the subject, or attempted a thoroughgoing, well organ 
ized review of the existing information. For this reason appraisal of 
the adequacy of published scientific data and of the theorization based 
upon it has not been at all satisfactory. The scientific basis for fluori- 
dation will remain weak until all information now available has been 
subjected to rigorous critical evaluation, after painstaking summari 
i 

. Mass medication: The proponents of fluoridation have been 
averse to the use of the term “mass medication.” Instead, they have 
referred to it as a “preventive procedure,” a “public health measure,” 
or the like, which is similar to chlorination of public water supplies. 

The dislike for the term “mass medication” is difficult to explain. 
inasmuch as it very accurately describes the concept underlying fluori 
dation. “Medicine,” it is agreed, deals with the prevention, cure, or 
alleviation of disease. Prevention, or alleviation, of dental disease 
is the aim of treatment with fluorides. Vaccination, which is the 
medical proceduge most akin to fluoridation, is for the purpose of 
preventing smallpox, rather than for the treatment of persons 11] with 
the disease. It consists of introducing into the body a preparation 
which enables the body to develop immunity to a specific disease 
agent—the virus of smallpox. 

Addition of fluorides to drinking water is not for the purpose of 
protecting the pub “ye against any water-borne agent or agents re- 
sponsible for tees ’ of teeth. There is no similarity here between 
chlorination and duori dation. Chemically pure fluorides are drugs 
th: at are too poisonous to be dlispe ensed tothe ge ner: al pub lie overa drug 
store counter, at least without a prescription. Even dental hygienists 
have not been permitted to apply fluorides topically, without amend 
ment of the dental laws of the States. 

Since “medication” refers to impregnation with anything medicinal. 
or with a drug or chemical, and since fluoridation is for the purpose of 
impregnating the public itself with fluorides, it appears pointless to 
confuse the issue by denying that this novel prophylactic procedure is 
a form of mass medicine. 


CONCLUSIONS 


The possibility of using fluorides for pi irtial control of dental dec ‘ay 

an attractive one and certainly warrants additional study. As yet 
ther re is not enough scientific basis for recommending immediate ac- 
ceptance of proposals to treat entire populations with fluorides. 
Available rod does not permit one to take a definite stand in favor 
of daily fluoridation of populations any more than it gives one a right 
totake a definite, finalistic stand against the idea. 

About all that can be said today is that mass medication with fluo- 
rides still is in the experimental category and that the need for broad- 
ening the scientific basis of the con ept is quite real, Many prelimi- 
iry precautionary measures should be taken in the best interests of 
the dental profession itself. 

The design of the original mass fluoridation projects, which were 
set up with frankly experimental intent—and which, incidentally, 
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are not yet completed—is not comprehensive enough to answer all the 
important questions that must be answered before fluoridation can 
be considered out of the experimental category. Fortunately the 
problem of caries control is not of such urgency as to justify loosely 
controlled pharmaceutical experimentation on an unlimited scale 
tod: ay. 

Each community that wishes to experiment with fluoridation should 
set up a local control study of its own. The proposals made today 
contain no recommendations to this effect, with the result that in the 
future we will not be any wiser than we are today regarding the ad 
vantages and disadvantages of mass medication with diluted poison 
ous chemicals. W. I. B. Beveridge, in his recently published book 
entitled “The Art of Scientific Investigation,” calls the reader’s at- 
tention to a pertinent observation made ‘by Professor Wilson in Eng- 
land. I quote Beveridge: 

Unless decisive experiments are done before an alleged remedy is released for 
“use in human medicine, it is almost impossible subsequently to organize an ex- 
periment with untreated controls, and so the alleged remedy becomes adopted 
as a general practice without anyone knowing if it is really of any use at all. 
This very thing can happen with the use of fluorides, unless we watch 
out. 

The exact role that fluorides may play in modifying the physiologic 
mechanism of caries production is quite unknown at present. Unless 
the physiologic indispensability of fluorine can be demonstrated, 
we must infer that the role of fluorides is a pharmacodynamic one, like 
that of aspirin or any other drug. The term “mass medication” is 
manifestly appropriate today, since there is no proof whatever of a 
physiologic or nutritional requirement for rather large quantities of 
an inorganic fluoride every day. 

Since the mode of action of fluorides is still obscure, and since dental! 
‘aries is not a communicable disease, or a disease with a known high 
mortality rate, there is no need for unrestrained haste in prescribing 
fluorides internally. This argument appears doubly appropriate 
since it is quite possible that other technics for fluoridating children 
can be developed, so that it will not be necessary to semitdsitieene 
in a community to submit to a procedure of incompletely measured 
value. 

It is more than likely that scientific efforts directed toward a clari- 
fication of the many subsidiary problems created by the proposals to 
treat entire populations with fluorides will, in the long run, do more 
to obliterate the existing “no-man’s land” between medicine proper 
and its presently autonomous subdivision of stomatology than has 
been achieved by the pronouncements of all those who, for a long time, 
have recognized the artificiality of the educational system which has 
distinguished between the contents of a course for prospective phys! 
cians and that designed for training prospective dentists. Thus a 
great deal of good may eventually come from the present controversy 
regarding fluoridation. 

Dr. Heprick (presiding). Are there any questions ? 

Dr. Mitxer. Doctor, this is an excellent statement that you have 
submitted. I would, of course, feel better if it was backed up by a 
lot of other data, other experiments, other than your own statement 
and conclusions. 
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Of course, I suppose that it is only by carrying on experiments 
intensively over a period of years: you can answer ‘whether fluorida- 
tion of drinking water is good or bad for people. Let me ask you this: 

In your city in Massachusetts, do you use topical applications of 
fluorides to children’s teeth ? 

Dr. Hurme. We do not use them as a routine procedure but 2 or 
3 years ago we ran a little topical application study which led us to 
the conclusion that the generally given percentage of reduction of 

about 40 percent is an exaggeration of the benefits. 

Our computations gave a reduction figure of about 11 percent and 
even that, we feel, is not conclusive. 

We were also left with the impression that the topical application 
technique requires so much time and care that in the long run we are 
not much better off than we were with the generally accepted method 
of cutting into the teeth and filling them. 

Dr. Mititer. The American Dental Association and the American 
Medical Association and several public-health groups have recom- 
mended for general use the fluoridation of water. Do you think that 
they have carried on sufficient experiments to justify their recom- 
mendation ¢ 

Dr. Hurme. Of course, in the Forsyth Dental Infirmary for Chil- 
dren we have been intensely interested in these questions because we 
are an institution devoted to the care of children. 

Despite our very best efforts, and we have people who can read 
more than one language, we cannot find published evidence that would 
give us the impression that these organizations have done much origi- 
nal work of their own, if any. 

In other words, we have the impression that they are simply endors- 
ing each other’s sereeane. 

Dr. Miutier. I believe they agreed, too, that it is of more help in 
children than it is in adults. 

Dr. Hurme. That seems to be the general feeling. 

Dr. Mrtiter. Would you say that this committee should now make 
recommendations, after the testimony that we have had regarding 
this, and what recommendations do you suggest that we make to the 
public ? 

Dr. Hurme. Well, in my capacity as a director of clinical research, 
whic h is my official title, I would be very enthusiastic if certain recom- 

mendations would be listened to and acted upon. 

For my own part, I would like to see much more and much better 

animal experimentation, just as a preliminary. 

I would be very anxious to see enough cooperation and interest by 
our medical colleagues so that we would have competent—I stress 
competent—medical studies of this tage so that we would know, 
for instance, whether children or adults with kidney disease, or dia- 
betes, or fracture of bones, or thyroid disturbances, or tuberculosis, or 
what have you, eliminate fluorides as efficiently as normal people do. 

[ can find no record of any such studies, but I do find some fragmen- 
tary reports which indicate death in case of damage to the kidneys. 

I would like to see the development of better statistics in this matter 
and more adequate observations on which these statistics are based ; 
n particular, better statistics on peridontal conditions which become 
very important in the aged. More teeth are lost because of pyorrhea 
than dental decay. 
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Also, I would like to see better statistics on the mottling of teeth. 

I would like to see a serious attempt made to find other means of 
fluoridation like, for instance, fluoridating milk, as we now fluoridate 
salt. 

1 would like to see much more frank discussion of the pros and cons 
of this matter in those communities where fluoridation is recommended, 
because in very few instances have I seen such discussion. 

I was in Evanston myself when the Evanston study was announced 
and there was no awareness, to my knowledge, among the population 
that this was to be wished upon them. 

I would also like to see those communities that wish to experiment 
with this technique to set up their own local controls because, as |] 
mentioned in my statement, there are some very important factors 
that enter into this picture, geographic factors, heat, humidity, the 
chemicals in the natural water supplies in the area, and the food 
supplies. 

There are ethnic factors which are very important. We know, 
from clinical studies, that there are genetic factors which are tied up 
with the ethnic. 

I am of the opinion that regardless of the results obtained in 
Evanston or Newburgh, these findings may not necessarily apply ir 
full to other communities in the country which have altogether dif 
ferent terrain and climatic conditions. 

Dr. Mitier. Doctor, would you recommend that a study be made 
of the effects to show what is happening when industry uses water 
that has been fluoridated, when it is forced to use such water, the 
effects of such uses of water as preserving fruits and canning of 
foods and the manufacture of beer and other industrial uses of water ! 

Dr. Hurme. I think it would be only common sense to say that 
industry from the long-time standpoint, might, benefit from conducting 
such studies. 

Dr. Mititer. There might be some changes in the product occurring 
if they used fluorinated water. 

Dr. Hurme. Absolutely. 

Dr. Mitier. That is all, thank vou. 

Dr. Hepricx. Mr. Kleinfeld. 

Mr. Kurinrecp. Doctor, at one point you mentioned fluoridating 
salt. Did you mean iodinating salt ? 

Dr. Hurme. Did I say “fluoridating”? I meant iodinating salt. 

Mr. Kurernrecp. Dr. Hurme, you may have told us, but when was 
the Forsyth Dental Infirmary for Children established ? 

Dr. Hurme. As I recall from the records I have seen, the first 
children were admitted for treatment in 1915. It is the oldest inst 
tution of its kind in the country. 

Mr. Kietmreitp. Where does it obtain its funds? 

Dr. Hiurwe. The Forsyth brothers left an endowment of a few 
million dollars upon the income of which this institution operates. 

Mr. Kiernrecp. Would you call it a philanthropic organization ? 

Dr. Hurme. Yes. The children are only charged a dime, just s 
that they would not feel like they were charity patients. 

Mr. Kiernrevp. A dime? 

Dr. Hurme. A dime. 

Mr. Kretnretp. How long, Dr. Hurme, have you been personall) 
interested in the problem of the fluoridation of drinking water? 
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Dr. Hurme. I became somewhat more interested than ever before 
when I learned when I was in Evanston that in the near future they 
would put fluoride in the water and I was a bit shocked because there 
had been no publicity about this matter that had come to my atten- 
tion. So, I began to study up on it. 

Mr. Kirrnrevp. Well, at that time did you make a comprehensive 
study of the partinent medical literature / 

Dr. Hurme. At the University of Illinois I had considerable time 
for conducting research and I had been reading rather extensively 
on all the problems relating to the etiology and treatment of dental 
disease, particularly caries, which is the area of my most intense 
interest. 

Mr. KLEINFELD. Have you examined the present literature in- 
volving this particular field, that is dental caries and so on? 

Dr. Hurme. To the best of my ability I have, although the lit- 
erature now is so extensive that it would take a lifetime to read all 
of it. 

I would like to add here that prior to going to Illinois I had carried 
on in New Haven a little study dealing with what some people would 
call mottling of teeth. a study which was reported in 1948. or there- 
abouts, in the American Journal of Diseases of Children. The study 
dealt with the development of teeth ina New England community and 
the relation of developmental defects of tooth enamel to fluorine toxi- 
COSIS. As a result of this study I concluded that nobody, not even 
Dr. Dean. knew for certain how to define mottled teeth or mottled 


enamel. 
Mr. Kuxinrevp. Is not observing decay in a tooth a somewhat sub- 


jective matter ¢ 

Dr. Hurme. There is a very high degree of subjectivity to it. Only 
by accident will you have two equally competent | doctors examine a 
mouth and find prec] sely the same number of lesions in the teeth 

Mr. Kiueinrecp. Do you resolve that uncertainty by utilizing the 
X-ray ¢ 

Dr. Hurme. The X-ray helps very greatly in minimizing variable 
factors. 

I would say that Dr. Blayney, for instance, is doing a better job 
than some others, because he utilizes X-rays. 

Mr. Kurinrecp. Well, what are the reasons in your opinion for the 
ipparent discrepancies in the reduction of the rate of dental caries in 
those communities which are fluoridating water supplies? We have 
had figures such as 20, 30, 50,65. Is that true—do these figures vary 
that much / 

Dr. Hurme. The figures vary tremendously and there are also fig- 
ures which are completely out of harmony. There are reductions 
even without fluoride, in some areas. 

Mr. Kureinreip. How do you explain that? 

Dr. Hurme. It is impossible for me to give a completely satisfactory 
explanation of this amazing discrepancy, outside of saying that there 
is this matter of person: al bias. 

Examiners in many instances probably having a certain end result 
in mind and so, whether they intend to or not, their figures tend to 
ve rify their conce pt. 

From my study of the literature, it appears that the earliest figures 
recorded on the relation of mottling, or dental fluorosis and decay of 
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teeth—show much smaller differences than do the figures obtained 
in later years. This is very interesting, because in those early days 
the role of fluorine was not known. 

Mr. Kiernrevp. Then, if you have two cities being used for one 
of these studies, one a control city and one an experimental city, in 
trying to determine the reduction in the incidence of dental caries. 
are you saying that the examiners should be the same for both the 
control and the experimental cities ? 

Dr. Hurme. There would be a certain danger, I suspect, in having 
the same examiners because the same examiners would know when 
they were in one city and when they were in the other city and, with 
out intending it, there might be bias in one direction or the other-— 
as I say, without intention. 

Mr. Kuernrevp. Well, that would be the same whether the exam 
iners were the same for both cities or whether there was a different 
examiner for each city. 

Dr. Hurme. It would be much better if the experiments were so 
conducted that the subjects receiving fluoride treatment were unknow: 
to the examiners and that the examiners were unbiased people who 
had no special interest in the outcome. 

Mr. Kuernrevp. I have no further questions. 

The Cuarrman. Dr. Miller? 

Dr. Mruier. I suppose if you were a health director in the Dis 
trict of Columbia you would not advise the District Commissioners 
to fluoridate the water. 

Now, they are pushing fluoridating of water in the District of Co 
lumbia. If you were advising them, would you say that it was a little 
bit premature, would you tell them, “Go ahead, boys, it is a fin 
thing; we ought to have it”? Or what would you say? 

Dr. Hurme. Well, I do not understand how, in view of the state 
ments I have made, I could say it was a fine thing. I would say it 
is premature. 

Dr. Minter. Of course, your statements do not coincide with the 
figures or statements of other scientists we have had. It is terribly) 
confusing to me, although it does appear that none of this is con 
fusing to the Commissioners, because they know everything. 

One of the Commissioners said, I read his statement a while ago 
he said that he was not very much concerned with what the scientists 
said about holding up the fluoridation of water, he was going to go 
ahead anyway. Of course, a Commissioner has to know everything 
about everything. I suppose he reached his conclusions and his opi! 
ions by what he read. Well, we form ours by what we hear and read 
from gentlemen like you. 

Now, I guess that you are telling this committee that we should not 
recommend to these cities, “Sure, everybody should have fluoride i! 
the water; it is good for them.” I believe you are not recommending 
that. 

How would you react if you were sitting at our end of the tabi: 
and writing the report as we will have to write it? 

Would you weigh all of the evidence and form a conclusion or just 
take your viewpoint? If you were writing our report, what would 
you say? 
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Dr. Hurme. I would simply say that this thing looks good as of 
this date but we do not have enough evidence to justify medicating 
every single soul in the community with this chemical until we know 
more about it. 

Dr. Mituer. I think that is all. 

The Cuarrman. Thank you, Doctor. 

Mr. Kiernrevp. We have no other witneses today. 

The Cuarrman. The committee will meet again next Tuesday, Feb- 
ruary 26, at 10 o’clock: 

(Whereupon, at 12:25 p. m., the committee recessed, to reconvene 
at 10a. m., on Tuesday, February 26, 1952.) 
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TUESDAY, FEBRUARY 26, 1952 


Hovse or RepreseNTATIVES, 
Sevect Commirree To INVESTIGATE THE 
Use or Cuemicats rn Foops anp CosMerTIcs, 
Washington, D.C. 

The select committee met (pursuant to H. Res. 74 and H, Res. 447, 
82d Cong., 1st sess., continuing the investigation and study begun 
under authority of H. Res 323, 8ist Cong., 2d sess.), at 10 a. m. in room 
145, Old House Office Building, Hon. James J. Delaney, chairman, 
presiding. 

Present: Representatives Delaney, of New York; Jones, of Mis- 
souri: Miller, of Nebraska; McDonough, of California: and Horan, 
of Washington. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
(jottlieb, associate counsel. 

The Cuarrman. The committee will be in order. 

Mr. Kleinfeld, call the first witness. 

Mr. Kuernrevp. Dr. Neumann. 

The Cuatrman. Give your name and address to the reporter, Doctor. 

Dr. Neumann. Hans H. Neumann, 1377 Kew Street, Hewlett, N. Y. 

(The oath was administered by the chairman.) 

The Cuarman. You may proceed. 


TESTIMONY OF HANS H. NEUMANN, M. D., HEWLETT, N. Y. 


Mr. Kiervreitp. Dr. Neumann, what degree do you hold ? 

Dr. Neumann. An M. D. degree. 

Mr. Kiernreitp. Where did you obtain that degree, Doctor ? 

Dr. Neumann. In Vienna in 1932. 

Mr. Kierretp. What has been your professional career since you 

‘btained your degree of doctor of medicine? 

Dr. Neumann. I was interested in tropical medicine, and I spent 
uany years in the Pacific and in the Mediterranean and the Near East, 
ind sinee 1943 I am in New York. 

Mr. Kuxernrevp. In what capacity were you in those areas which 
you mentioned ¢ 

Dr. Neumann. At first 1 took postgraduate courses and I studied 
tropical diseases. 

Mr. Kiervreitp. Where / 

Dr. Neumann. In the Mediterranean area. I was in southern 
Italy, and then I passed through India and Ceylon, and I was later 

the New Zealand Government service in the health department as 
medical officer. I worked in the Samoan Island group where I had 

1593 


96568—52—pt. 3-35 








1594 CHEMICALS IN FOODS AND COSMETICS 


to take care of the medical needs, and also, for some brief times off 
and on, the dental needs of the population. 

Mr. Kiernreicp. What position do you hold now ¢ 

Dr. NeuMANN. I am research assistant at Columbia University at 
the department of dental research. 

Mr. Kurinrecp. What kind of work do you do! 

Dr. Neumann. | work only on the problem of dental decay. 

Mr. Kieinrevp. Have you written any scientific papers on the sub 
ject of dental decay which have been published im professional pub 
heations ¢ 

Dr. NeuMANN. I have written 12 papers, and 2 more are in press 
at the present time. 

Mr. Kuewnrecp. What subjects have your papers covered ‘ 

Dr. NeumMANnN. These papers that I just mentioned were on caries 
incidence and caries cause. 

Mr. Kueinrevp. Will you please read your statement, Doctor ‘ 

Dr. Neumann. Pursuant to your request I am stating below my 
views on fluoridation and its effect on prevention of caries. 

[ am unable to give any opinion on the possible toxic effects of water 
fluoridation upon the general public. Extensive pediatric eXamine 
tions in the Kingston-Newburgh study—Schlesinger and coworkers— 
seem to indicate that no toxic effects should be expected from the 
presently proposed amounts of fluorides added to the drinking water. 
This study should, in my opinion, be supplemented by a geriatric 
study. Fluorine is excreted readily by the normal kidney. ‘Possible 
toxic effects would occur rather in an age group in which renal im 
pairments of various types are more common; that is, in the old-ag: 
group. Presumably no toxicity would be found; yet I believe that a 
similar study is indicated. 

My personal views on water fluoridation are summed up in the fol 
lowing points: 

1. With the great difficulty of an objective appraisal of the number 
of incipient cavities in any dentition, it is too early to state to what 
degree water fluoridation actually protects the teeth of youth from 
lee ay. 1 therefore believe that the pilot studies should first be con 
tinued for 10 years, as originally planned, before arriving at any 
definite conclusion, 

In caries studies in general the authors emphasize wherever pos 
sible that the investigator had no knowledge whether an individual 
under examination belonged to an experimental or control group 
This frequently found statement in itself acknowledges and reaffirms 
the ease of self-deception in scrutinizing objectively ine ipient caries 

To give examples of the wide range of illusion in caries estimation, 
i quote the Gottlieb impregnation method, which was described by its 
author, an outstanding scientist in the dental field, as reducing caries 


hy over 60 percent, even SO percent. This method was used throughout 
the country by a large number of dentists and was taught over man 
vears. Recently, though, a study by Dr. Ast concluded in deseribing 


the method as worthless, and it fell since in disfavor. 

Similar vast differences in findings exist regarding ammoniate 
dentrifices and other agents. 

Determination of caries experience in the same age groups in Evans 
ton, Ill, carried out by two independent investigators found a d 
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ference in caries experience of 32 percent without change in the fluorie 
content in the water. : 

Evaluation in fluoridation studies should therefore be carried out by; 
radiological examination only, and the examiner should have: no, 
knowledge as to the locality the films originated from. 

2. Looking over the reports on the effect of experimental waten 
fluoridation, beginning 1946 and before, their results are not by any 
means Unanimously recommending the procedure. While the experi- 
ments in Newburgh, N. Y.: Grand Rapids, Mich.: and Sheboygan, 
Wisce., induced the observers to great optimism, the authors of a repert 
on the Evanston, Ill., study consider their findings far from conclu- 
sive; and a study from Ottawa, Kansas—C. A. Scrivener—which be- 
gan in 1946 was reported to have resulted in a deterioration of the 
dental condition of the children. 

The number of controlled studies which started early enough for any 
conclusions is rather small and not uniform in their results. . 

3. In Australia the natives were endowed with wonderful dental 
outfits with almost complete absence of caries, Upon adoption of a 
modern diet their dentitions disintegrated within one generation to 
the same sorry state as those of the British colonists. The change from 
the best teeth in the world to the very poorest much worse than in 
this country—without any change in the fluorine intake or in the 
drinking water shows that fluorine has a very limited significance.in 
caries genesis. 

Similar observations were made among the Bantu, Maoris, and 
Eskimos, and practically among all native races. ; 

At this point it may be added that many areas whose water is prac- 
tically fluorine-free have very excellent teeth, which further cautions 
in attributing too much consequence to fluorine. 

4. The hidden peril of the process of water fluorination lies in the 
wide acceptance of the incorrect notion that fluorime deficiency ac- 
counts for susceptibility to caries and in the accompanying undue 
complacency. , 

5. Public-health dentistry is presently possessed with fluorination, 
There is good reason to draw attention to the much larger loeal djf- 
ferences in caries incidence in various countries which are not a 
counted for by fluo ine. ; 

The fact that all these remarks underline the negative asper ts of 
fluorination does not purport to deny its merits for which, though, 
you probably have an ample number of witnesses from the various 
publie health departments and which I therefore do not attempt to 
describe. 

I repeat that these are my personal views on the matter. 

The Cuamman. Mr. Kleinfeld. 

Mr. Kieinreitp. Dr. Neumann, on the first page of your statement 
vou say that pediatric examination seem to indicate that no toxic effect 

hould be expected from the presently proposed amounts of fluorides 
ulded to the drinking water. Is that correct ‘ j 

Dr. NeuMANnN. Yes. 

Mr. Kuernrevp. Are you familiar with the literature on the subjegt 7 

Dr. Neumann. I believe so. 

Mr. Kierreip. You follow your statement by saying that this study 
should, in your opinion, be supplemented by a geriatric study. Why 
s that / 
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Dr. Neumann. I believe that any toxic effect may appear in an 
individual with impaired kidneys. A normal individual may properly 
take care of fluorine in much larger quantities, but it definitely is a 
toxic substance if ingested beyond a certain amount. How an indi- 
vidual with impaired kidneys is able to excrete the fluorine, I do not 
know. And to my knowledge there is no such study. 

As impaired kidneys are more common in old people with arterio- 
sclerosis or with hypertension, I believe that a similar study would be 
indicated. 

Mr. Kuiernrevp. For example, we have been informed that in the 
experimental cities, such as the city of Newburgh, N. Y., which have 
deen fluoridating their water, only children have been examined. In 
otlier words, as you point out, only pediatric studies have been con 
ducted. Do I understand you correctly to say that you believe similar 
studies should be conducted with older elements of the population of 
these cities? 

Dr. Neumann. I believe so, or at least in a group of people with not 
perfectly functioning kidneys. And in every group of population 
there will be a certain small percentage with capaived kidneys. 

Mr. Kuerner. Is it a fact, Doctor, that the proportion of middle- 
aged and elderly people is becoming larger due to the progress of 
medicine, better nutritional standards, and so on? 

Dr. Neumann. Yes. 

Mr. Kuerrevp. And is it not this segment of our population which 
furnishes the medical profession with most of its problems in the treat- 
ment of degenerative diseases ¢ 

Dr. NeuMAnNn. Yes. 

Mr. Kvernreip. So that, as I understand you, you feel that it is im 
portant that this growing important segment of our population be 
studied to see whether or not the fluoridation of drinking water has 
any effect upon them ? 

Dr. Neumann. I believe so. The chances are that it is innocuous. 
Yet, 1 believe that one would feel better about it if it were proven to be 
nontoxic. 

Mr. Kiernretp. Dr. Neumann, do diabetics drink more water than 
persons who do not suffer from diabetes ? 

Pr. Neumann. Generally; yes. 

Mr. Kiernreip. Then if water is fluoridated, diabetics will be drink 
ing considerably more water than the ordinary person ; is that correct ‘ 

Dr. NueMANN. This is possible; yes. 

Mr. Kvernrevp. Do you think that is a problem or not ? 

Dr. Neumann. It could be in uncontrolled diabetes. 

Mr. Kirinretp. What do you mean by “uncontrolled diabetes’ 

Dr. Neumann. Diabetics not controlled by insulin and by diet con- 
sume much more water. 

Mr. Kiernreitp. Do you know, Dr. Neumann, of any areas outsicd 
of this country where fluorine occurs naturally in drinking water / 

Dr. Neumann. There are many areas all over the world where 
fluorine occurs in varying amounts in the drinking water. 

Mr. Kiernrevp. For example? 

Dr. Neumann. There are variations in the fluorine content of t) 
water in practically every country. 

Mr. Kuernresp. As high as 1 part per million? 


eT | 
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Dr. Neumann. Yes, much higher than that. In some countries 
there are reports of very much higher fluorine content with well: 
known highly toxic effects. 

Mr. Kuieimrecp. In these areas, do you know whether studies or 
observations have been made to determine whether there has been a 
marked decrease in the incidence of dental caries ¢ 

Dr. NEUMANN. Yes. Generally i is considered to at least del y 
the appearance of cavities. 

There are many areas without any fluorine in the water where 
caries incidence is very low. It cannot be said that fluorine in the 
water is essential for caries prevention. Perfect teeth can occur in 
areas Without any fluorine in the water and are actually common. 

Mr. Kurinrecp. Do you know of any areas where fluorine occurs 
naturally in the water to the extent of 1 part per million or more and 
where there has not been noted a considerable reduction in the mnc1- 
dence of dental caries ¢ 

Dr. Neumann. You mean naturally occurring ‘ 

Mr. Kurernrecp. Yes. 

Dr. Neumann. Well, this is very difficult to say, because caries vary 
very much quite apart from fluorine. In northern Greece there are 
areas, where the water is practically fluorine free, and cares incidence 


is extremely low. 
The CuHamman. May I interrupt for a moment! In that section 
of Greece can vou pinpoint the reason? Can scientists tell us why 


the teeth are good, is there any particular reason ‘ 

Dr. NEUMANN. This occurs not only in Greece. All over the world 
there are areas without fluorine in the water and with very good 
teeth. 

The Cuairman. Is it not unusual for only one tooth in a child or 

adolescent to have a cavity ? 

Dr. Neumann. Yes. Well, many would believe that it is due to a 
low carbohydrate intake. I personally do not think so. I have seen 
excellent teeth also in areas with a very high carbohydrate diet. I 
believe it is the degree of mastication that goes with certain diets, 
which is more in correlation to good or poor teeth than any other 
factor. This is my opinion, after having seen teeth in many countries 
and observed diets and the chemical composition of the food. 

The Cuatrman. Dr. Miller has a question. 

Dr. Mriter. Have you any observation on the teeth of Eskimos 
where they have little or no carbohydrates? 

Dr. Neumann. I know that the Eskimos had very good teeth up to 
the day they changed to a modern diet, and then their teeth deteriorat- 
ed very rapidly: There is a sudden change from vigorous function to 
i. cooked, soft diet with loss of function of the teeth. 

Dr. Minter. Do not the studies show that the Eskimos who have 
not gone into this modern diet, who live on seal and high protein 
diet and do not come in contact with candy bars and so forth, still have 
good teeth ? 

Dr. Neumann. Yes. 

Dr. Mitrer. Is that not right? 

Dr. NeuMANN. Yes, they still have. Many natives who are on their 
own old diets still do have very good teeth. 
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Dr. Mittxr. And when they began to get the modern diet, candy 
bars and cooked cereals and a lot of things we think we have to have, 
the teeth began to show deterioration ? 

Dr. Neumann. Yes. Modern diet, yes. But which part in the 
modern diet, I believe is an open question. 

Dr. Mitier. That is all. 

Mr. Kuernretp. I would like to get your opinion on this, if you 
have one: Let’s take two cities in different parts of the country. Let’s 
take, for example, Washington, D. C., and Tucson, Ariz. Let’s assume 
for the sake of argument that the drinking water of both cities is 
free from any substantial fluorine content. Let’s assume we find 
out that adding 1 part per million of sodium fluoride to the drinking 
water of Tucson, Ariz., will retard appreciably the incidence of dental! 
caries in children, and that no mottling occurs. 

Now from those facts which we observe in a city such as Tucson, 
Ariz., are we safe in assuming that the same amount of sodium fluor- 
ide in the drinking water of a city such as Washington, D. C., will 
result in reducing the incidence of dental caries ¢ 

Dr. Neumann. Well, opinions have been expressed on this point, 
I think, that it would depend upon the climate of the place. Ac- 
cording to the climate, the water consumption would vary, and fhere- 
fore a hotter or drier climate should have a lower addition of fluorine. 
This has been expressed, and I believe it is also the practice to add 
different quantities. 

Mr. Kuiernrexp. In your opinion, might different diets have some 
bearing on the problem ¢ 

Dr. Neumann. I do not believe that the chemical composition 
of the diet has much influence on the state of the teeth. 

Mr. Kietnrevp. How about differences in racial strains—might that 
be a factor ? 

Dr. Neumann. In racial strains? 

Mr. Kiernrevp. Yes. 

Dr. Neumann. This was one of the experiences that struck me 
most. It appears that all human races are equally susceptible to 
caries, 

Mr. Kiermretp. You have engaged in dental research since what 
year, Doctor ? 

Dr. Neumann. At Columbia I have been working on the caries 
problem since 1946. 

Mr. Kiernrevp. In connection with your work, have you observed 
mottling of teeth ¢ 

Dr. NeuMANN. Occasionally ; yes. 

Mr. Kiernretp. Due to fluorine ? 

Dr. NEUMANN. Yes. 

Mr. Kuernrevp. Is mottling, even a mild mottling, to be considered 
in your opinion an abnormal condition ¢ 

Dr. Neumann. Yes: I believe it is a toxic effect of fluorine. 

Mr. Kierreip. In your opinion, Dr. Neumann, do you believe 
from your examination of the pertinent literature and from your 
personal research work and observation that you would recommend to 
the ordinary city in this country that it fluoridate its drinking water’ 

Dr. Neumann. I would prefer it if the point of toxicity in kid 
ney impairment were first investigated. 
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Mr. Kiernre_p. Suppose, Doctor, you were practicing medicine in 
Newburgh, N. Y., which has chosen to fluoridate its drinking water 
for a 10- year experimental period, and you had a patient in his 60's 
in that city with a definite kidney impairment. What would you 
do, if anything, about his drinking water? 

Dr. NeuMANN. | would watch rather closely, especially if there 
were any complications affecting the joints or the bones. 

Mr. Kurerreip. That is all. 

The Cuarrman. Mr. Jones? 

Mr. Jones. No questions. 

The Cuairman. Dr. Miller? 

Dr. Mititer. How long have experiments on the use of fluorides in 
water been carried on’ How far back do they date? 

Dr. NeuMANN. The artificial fluoridation ? 

Dr. Miuier. Yes. 

Dr. NeuMANN. To my knowledge around the year 1945, 1946. 

Dr. Mitter. About 7 years? 

Dr. NeUMANN. Yes. 

Dr. Mititer. Do you think the experiments that have been carried 
on to date are conclusive in their findings ? 

Dr. NEUMANN. We have had many disappointments in caries con- 
trol, and I would rather wait for more figures. 

Dr. Mitzer. Doctor, you confuse me. I thought you said a few 
minutes ago you would recommend we go ahead and use it, and now 
you say we ought to wait for a little more study and control. Do you 
think we ought to have more study on it before we recommend cities 
to go ahead and use it, or do you think we ought to go ahead and put 
in fluorine as mass medication without any further study ¢ 

Now just where do you stand? Do you have a line of demarcation 
you can tell us, or do you want to be just on both sides of the fence a 
little bit ? 

Dr. NeuMANN. I would wait for more evidence. 

Dr. Minter. Asa legislator we have to make some recommendations. 
Now, if we get on both sides of the fence at this time people do not 
know where we are. I may be wrong in my conclusions and you may 
be right. but we have got to make some recommendations. I am won- 
dering as a scientist whether you would say to people, “Sure, sodium 
fluoride is great stuff. Everybody ought to use it.” 

In my home town, Kimball, Nebr., where I live, they had a meeting 
and are discussing fluoridation of water. I think that emanated 
from this committee, Mr. Chairman, because I wrote a little article 
for the local press, and maybe I should have kept still because I stirred 
up something that was sleeping. although I think we ought to give 
the people all the information they want. 

The American Medical Association, the Dental Association, and 
Public Health all say it is fine. Then I pick up the testimony of Dr. 
Harris of M. I. T. and Dr. Alfred Taylor, of the University of 
Texas 

Dr. Neumann. Yes. 

Dr. Minter. And some others, and they make statements like— 
fluorine is used in rat poison, and they are not ready to recommend 

for general mass medication. 

Now where do vou stand on this thing’ What am I going to t lI 


Lhese people ? 
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Dr. Neumann. Well, I would rather wait for a period of time an 
have some more definite opinions. There’ are recommendations on th 
part of the American Dental Association and the American Medica 
Association and the National Research Council and by innumerab| 
authorities, who all base their statements on each other’s recom 
mendations, and none of them have made any research themselves. | 
all goes down in the end to the five studies that have been going on fo: 
several years. 

Dr. Mrutier. There are some experiments still being carried 
though, that have not been concluded; is that right? 

Dr. Neumann. A number. None of them have been concluded. 

Dr. Mruier. It is a little hard in 7 years’ time to say what the effect 
of sodium fluoride in water would be to the lifespan of the humar 
being, is it not ¢ 

Dr. Neumann. That would be impossible. 

Dr. Miter. It would be impossible, would it not ¢ 

Dr. Neumann. Yes. 

Dr. Mutter. Whether it shortens your life or what it does to th: 
kidney or liver or other functions of the body, it would be impossi! 
to say‘ 

Dr. Neumann. Yes. 

Dr. Miuter. From the experiments that have been carried on fo: 
just 7 years? 

Dr. Neumann. Yes. 

Dr. Mitter. Then if we say to these towns that are contemplating 
the use of fluorine in water—we might say that investigations hav 
not been completed, and there is a difference of opinion among sci 
entists, that 7 years is too short a period to know whether we shoul: 
resort to a mass medication of the water with fluorine in order to at 
tack the problem of caries in teeth. Is that right? 

Dr. NeuMANN. Yes. 

Dr. Mitier. Does fluoride unite with anything in the water and 
form a chemical reaction? Some water has calcium, magnesium, and 
some other chemicals, 

Dr. Neumann. Yes. 

Dr. Mruuer. Is there a chemical reaction ? 

Dr. NeuMANN. It is ionized and would not. 

Dr. Mitter. Ionized and would not. And would not form a 
reaction ¢ 

Dr. Neumann. No. 

Dr. Mruter. When you boil the water does fluorine go off like chlo 
rine, does it disappear or stay in the water? 

Dr. Neumann. No; it will stay in the water. 

Dr. Miter. And if grandmother’s teakettle is left on the stove and 
the water boiled in it day after day and year after year, and she gets 
some salts in there, what would they be in there with fluorine added to 
the water? 

Dr. Neumann. This is one of the confusing points. The same refers 
to tea. 

Dr. Muzer. Yes. 

Dr. Neumann. Tea has a very high content of fluoride. The Eng- 
lish are the biggest tea consumers, yet their teeth are among the worst. 

Dr. Muiter. That was going to be my next question. If grand- 
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mother invited me to have a cup of tea and she pours it out of the 
kettle with all the salts in there, would I get an extra dose of fluorine 
I might not need ? 

Dr. Neumann. Probably not. 

Dr. Murer. What would the fluorine do in wine—many people 
drink wine—or beer or preserved fruits and things like that? Would 
there be any reaction in the chemicals to beer, wine, and fruits, and 
so forth? 

Dr. Neumann. Anything I could say on this matter would be only 
opinion because I have not investigated it. 

Dr. Muzter. No studies carried out on it as yet? 

Dr. NruMAnn. No. 

Dr. Minter. And experiments might show there is some chemical 
reaction or some difficulties might develop ‘ 

Dr. Neumann. Possibly. I would not be able to say. 

Dr. Mituer. Do you know of any experiments being carried on along 
that line? 

Dr. Neumann. Not to my knowledge. 

Dr. Miiuer. I think that is all, Mr. Chairman. 

The Cuamman. Mr. McDonough. 

Mr. McDonovucn. Doctor, are you familiar with whether fluorine 
was first observed in drinking water as a detriment or a benefit? 

Dr. Neumann. Detriment. 

Mr.McDonovuen. As a detriment? 

Dr. Neumann. Definitely so. 

Mr. McDonovuen. And now it is being looked at as a benefit in 
certain limited quantities? 

Dr. NeuMANN. Yes. 

Mr. McDonoveu. We have had testimony up to now that one part 
per million seems to be more beneficial than detrimental. 

Dr. NeuMANN. This is the claim, yes. 

Mr. McDonoven. Do you agree with that? 

Dr. NeumMANN. I do believe that with one part per million, there 
would be no toxic effects. I believe generally with the limitation that 
I made before that is true. 

Mr. McDonovcu. You believe more beneficial effect than detri- 
mental effect in one part per million? 

Dr. Neumann. Yes, if the excretion is good. 

Mr. McDonoveun. In other words, I understand you to say it is more 
beneficial at one part per million than it is detrimental at one part 
per million ? 

Dr. Neumann. This is being claimed. 

Mr. McDonoven. I mean, do you agree? 

Dr. NreuMann. Yes. 

Mr. McDonoven. In other words, do you think that water with one 
part per million of sodium fluoride added is more beneficial than if no 
fluorine were added to the water? 

Dr. Neumann. Provided that it has no toxic effects on a few. It 
may be very beneficial to the many, but it may possibly be toxic to a 
very few. 

Mr. McDonoven. And if it were toxic to a very few, you would 
think it would be detrimental ? 

Dr. NEUMANN. Certainly. 
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Mr. McDonoven. Well, of course, that could apply to most any- 
thing. I mean, after all, almost anything that is beneficial to most 
everyone that is not detrimental to a few? 

Dr. Neumann. Yes. 

Mr. McDonoven. You are aiming at perfection in that instance, 
and, of course, we cannot assume that we are going to be perfect in 
doing anything that is beneficial to a large number but may be detri- 
mental to a few. 

Dr. NeuMANN. That is so. 

Mr. McDonovcu. And if it is detrimental to a few, you think it is 
not desirable ¢ 

Dr. Neumann. If it is detrimental to a few, I believe it is not de- 
sirable. ‘The degree of protection is not high enough to warrant 
toxic effects even on a few. 

Mr. McDonovuen. Is there any other ingredient in water or any- 
thing else that could be added to water that would be as beneficial as 
fluorine in 1 part per million ? 

Dr. NeumANN. Chlorine addition to water has definitely proved its 
value. 

Mr. McDonovucu. Well, the reason I am asking that is that fluorine 
seems to be the one chemical that we are talking about. 

Dr. NEUMANN. Yes. , 

Mr. McDonoven. In adding to the water 1 part per million, that 
is presumed to be beneficial to a large number. 

Dr. NeuMANN. Yes. 

Mr. McDonoven. Is there any other chemical that you know of 
that is under consideration to be added to drinking water that would 
be beneficial to a large number of people in addition to fluorine / 

Dr. NeuMANN. No. 

Mr. McDonoveu. Do you know of any other chemical under con- 
sideration ¢ 

Dr. NeuMANnNn. Ontside of the various fluorides—there are many 
different fluoride preparations—no, sir. 

Mr. McDonoven. Chlorine is added. 

Dr. NEUMANN. Yes, chlorine has been added. Chlorine has been 
added for many years for entirely different reasons, as a bactericide. 

Mr. McDonovueu. That is all. 

The Cuatrman. Thank you, Doctor. 

Dr. Neumann. Thank you. 

The Cuarrman. Call the next witness. 

Mr. Kiernrecp. Dr. Margaret Smith, please. 

The CuHarrMan. Give your name and address to the reporter. 

Dr. Smirru. Dr. Margaret Cammack Smith, University of Arizona, 
Tucson. 

(The oath was administered by the chairman.) 

The CHairmMan. You may proceed. 


TESTIMONY OF MARGARET CAMMACK SMITH, PH. D., FORMER 
HEAD, DEPARTMENT OF HUMAN NUTRITION, UNIVERSITY OF 
ARIZONA, TUCSON, ARIZ. 


Mr. Kierreip. Dr. Smith, what degrees do you hold ¢ 
Dr. Smiru. I hold the degree of master of science and Ph. D. 


degree. 
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Mr. Kueinrecp. Where did you receive your degrees / 

Dr. SMITH. My doctor’s degree at the University of Columbia. 

Mr. Kuervrecp. When did you receive that degree / 

Dr. Smirn. 1925. 

Mr. Kueinrecp. What has your professional career consisted of 
since that year ¢ 

Dr. Smiru. During that time when I was studying for my degree 
I taught chemistry at Teachers’ College of Columbia University, and 
then I went from there to the University of Arizona, and taught nu- 
trition and also did experimental research in the experiment station of 
the University of Arizona Agricultural College for years. 

Mr. Kueinrenp. For how many years? ’ 

Dr. Smrru. ‘Twenty years at the University of Arizona and seven 
years at Columbia. 

Mr. Kuerretp. And you were head of the department of human 
nutrition at the University of Arizona ¢ 

Dr. Smiru. And also of the nutrition research department in the 
agricultural experiment station. 

Mr. Kiervrecp. What would you say your special field of profes- 
sional interest is / 

Dr. Smiru. In nutrition. 

Mr. Kieiwrevp. How long, Dr. Smith, have you been engaged in 
studying fluorine in drinking water and elsewhere ? 

Dr. Smrru. Since 1930 to about 1943 or possibly 1944. I was ac- 
tually engaged in research along that line since then. 

Mr. Kiewrevp. How did you happen to become engaged in research 
study on fluorine ¢ 

Dr. Smiru. Because my interest was aroused in the occurrence of 
defective teeth in Arizona. That interest was called to my attention 
by a local dentist. 

Mr. Kuervrevp. Dr. Smith, will you please read your statement ? 

Dr. Smirn. I have been asked to express my \V iews on the proposed 
plan for mass control of dental caries by fluoridation of public water 
supplies. 

et me make it clear in the beginning that I recognize the value of 
fluorine in the reduction of the incidence of dental decay. I am fa- 
miliar with and accept the veracity of the outstanding work and find- 
ings of the United States Public Health Service regarding the rela- 
tion of dental caries experience and the fluorine content of the drink- 
ing water supply. This has been shown both by epidemiological data 
from areas in which fluorine naturally occurs in the domestic waters 
and also by experimental studies of shorter duration in which fluorine 
has been artificially added. 

However, in spite of these findings, I am at this time opposed to 
the wide acceptance of the plan to inhibit dental caries by increasing 
the ingestion of fluorine by means of artificial enrichment of potable 
water supplies in all parts of the country. In my opinion there are 
many ifs and buts against such a Nation-wide plan. 

May I first paint a picture which was presented to me in 1930. At 
that time, as head of the department of human nutrition in the Ari- 
zona Agricultural Experiment Station, my attention was called by a 
group of local dentists headed by Dr. Alex Bard, formerly on the 
staff of the School of Dentistry at the University of Pittsburgh. to 
the prevalence in Arizona of a very ugly disfiguring dental defect 
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known then as mottled enamel. Its cause had baffled the dental pro- 
fession since it was first reported in this country in Colorado Springs 
in 1916. Because of the seemingly logical possibility of it being a 
defect of nutritional origin, with the approval of the University of 
Arizona authorities, I began the search for its cause in June 1930. 

It does not seem necessary at this time to review the details of the 
various methods of approach to this problem. Suffice it to say that 
before the end of the calendar year my colleagues and I had produced 
mottled enamel in rats experimentally and proved beyond a doubt 
that fluorine present in the drinking water supply of the afflicted per- 
sons in infinitesimal amounts was the offender. Since that time fur- 
ther light has been thrown on the problem and more than 40 papers 
written by the speaker and her colleagues have appeared in the 
literature. 

Elaboration of our studies on similar lines have since been made by 
the United States Public Health Service and others and their results 
have substantiated and given added proof to our findings. 

Discovery of this toxic element lead immediately to a State-wide 
survey of the extent of the occurrence of dental fluorosis in schoo! 
children in Arizona and the correlation of its severity with the amount 
of fluorine in their drinking water. Many thousand water samples 
in Arizona have since been analyzed for fluorine by the Agricultura! 
Chemistry Department. Findings have shown in this State that 
water having a concentration as low as 0.9 parts per million of fluorine 
will mar the teeth of its users. 

Due then to pleas from Arizonians for aid in wiping out this tooth 
damage which occurred in certain communities without regard to 
creed, color, race, economic status, nutritional or dental care, om 
attention was focused on education of the public regarding its cause 
and ways and means of preventing its occurrence, Unfortunately i 
certain Arizona areas it was impossible to find access to water sup 
lies either free from fluorine or containing less than a toxic amount. 
Tn 1934, therefore, aid was given by my colleague, H. V. Smith, who 
developed a fluorine removal filter. In principle its action is based 
upon the affinity of the calcium apatite of bones and teeth for fluorine 
and therefore the removal of fluorine in water as it passes through 
especially prepared activated bone meal. Small portable filters for 
home use have proved effective, and installations on a larger seale in 
schools where there was no communal water supply have been bene 
ficial. 

Of paramount importance at this time is, however, recognition of 
the inhibiting effect of fluorine ingestion upon dental caries incidence. 
The observation first made in this country by Black in 1916 that 
mottled teeth had less decay than was usually observed in the same 
age groups with so-called normal teeth went unheralded. It re- 
mained for the United States Public Health Service by means of sur 
veys and epidemiological studies to pile up rather conclusive evidence 
that the rate of dental caries attack 1s less in inhabitants of communi- 
ties whose water supplies have a higher concentration of fluorine. 
This disclosure has stimulated research along many scientific lines 
and a great deal of valuable information has accumulated which gives 
both direct and indirect support to their observations, perhaps the 
most important being the reduction in experimentally produced caries 
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in laboratory animals by the inclusion of fluorine in either their food 
or water supplies. 

Tooth decay has long been thought of as an unsolved dental disease 
almost universal in its occurrence. Even partial control has never 
before been accomplished. The reported findings of the past decade 
that the use of fluoride drinking water by children during the forma- 
tive period of their teeth may result in a 40 to 65 percent reduction in 
dental caries experience have aroused public interest. 

Although there are several factors, both known and unknown, ia 
volved in optimum formation of teeth before they erupt and during 
their maintenance through life free from decay, the probability that 
even partial reduction in caries attack may be brought about by in 
gestion of fluorine is very appealing. The natural question which 
arises is how the general public can take advantage of this knowledge ? 
Drinking water is a universal article more uniformly consumed by 
men, women, and children than any other dietary constituent, there 
fore why should fluorine not be added to public water supplies and 
thus make its benefit universal? Such a plan we know was put into 
operation on a carefully controlled experimental basis by the New 
York State Department of Health in 1945 and similar studies are be- 
ing carried on elsewhere at the present time. Although these studies 
have been planned on a 10-year or longer basis so that the permanent 
teeth of 6- to 12-year-old school children will have been exposed to 
fluorine ingestion during their formation, progress reports of great 

terest have been released. Ri sults are said to show a CONnSISTE ntly 

downward trend in DFM rates with a 32.6 percent reduction after 4 
years of water fluoridation at a 1.0 to 12 parts per million fluorine 
I vel. 

Needless to say, findings like this are inspiring and stimulate a 
public demand for immedate adoption of the plan to fluoridate water 

1 all areas where the water supplies are too low in fluorine to offer the 

yubhie similar prote tion from tooth decay. It is not surprising there- 
fore that fluoridation of communal water supplies is being widely ad- 
voeated as a cheap and easy way to raise the standard of dental health 
und it is going forward by leaps and bounds. It is popular now to 
get on the band wagon, for, as asked in the American Journal of 

Public Health in a summary of the fluoridation problem, “What are 
we waiting for?” 

he American Waterworks Association, spurred on by flattering 

statements, such as: 
The waterworks profession will be instrumental in helping bring dental caries 
under a large measure of control in the next generation with the same quiet dis- 
patch and efficiency that has previously characterized the profession's contribu- 
tion to control typhoid groups, cholera, and dysentery, 

n 1949, is said to have given official acceptance to the practice of water 
fluoridation for the purpose of reducing dental decay. Naturally, too, 
the interest of the dental profession has been aroused. Many prac- 
ticing dentists have been imbued with the Public Health’s dentists’ 
viewpoint; that is, to quote: 

It is our obligation to see to it that all communities fluoridate their water 
supplies. 

They have been assured, for obvious reasons, that “Even after 
fluoridation has been in operation for a long period of time and maxi 
mum protection reached, the whole dental problem will not have been 
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solved and more than one-third of the present dental problem will 
still be present and in need of treatment.” Some have cautiously held 
back to but faint praise of the fluoridation plan because of the fear 
that unforeseen adverse results might appear later and act as a boom 
erang. 

The snowball, however, has started rolling, and it’s getting bigger 
and bigger. The question is, Will it be stopped or at least slowed up 
before it has grown so large that it will crush the innocent bystander / 
Fluoridation does appear to be a desirable program, but let’s pause, 
stop, look, and listen before falling unwittingly into a pit. Let us not 
forget that fluorine first came on our horizon as an offender, the cause 
of an unwanted, undesirable tooth defect. Fluorine is not considered 
an essential constituent of the diet, necessary for normal body composi 
tion or physiology. Mottled tooth, mottled enamel, dental fluorosis, o1 
whatever it may be called, is a dental abnormality resulting from the 
interference of fluorine with the normal calcification and formation 
of children’s teeth before they erupt through the gum line. Mottled 
teeth appear showing characteristic markings which even in the mild 
est forms are conspicuous and undesirable. Normal teeth are smooth, 
glossy, translucent, and are usually creamy white in color. Mottled 
teeth have lost these characteristics and, instead, have dull chalky- 
white patches usually distributed rather irregularly over the surface 
of the teeth, or the whole tooth may present a dull white, unglazed 
appearance. Attention is often attracted to the mild cases because of 
a difference in the reflection of light as it falls upon them. In moderate 
or more severe types, the abnormally calcified areas on the tooth sur 
face may absorb stain—hence the old name “brown stain”—after they 
have e rupted and come in contact with food or other colored organi 
or mineral material. In most severe cases, of which I have seen so 
many, the surface of the enamel is pitted and corroded. 

For the purpose of record the United States Public Health Service 
has classified the degree of mottling as “questionable, very mild, mild, 
moderate, and severe,” depending upon the extent of the tooth surface 
affected and its severity. 

I would like ta read to you their description of mottled teeth of dif 
ferent tvpes. For example, they have defined the questionable type of 
mottled enamel as “teeth showing slight aberrations in the translucency 
of normal enamel ranging from a few white flecks to occasional white 
spots. Furthermore, in some instances thin irregular, white opaque 
streaks are noted on the incisors. In other cases the tips of the summit 
of the bicuspids show an unusual white opacity, the remainder of the 
tooth being normal. As such cases are not sufficiently developed to 
be classed as very mild or mild and are definitely not normal they are 
listed as questionable.” 

Again, they define very mild type as having “small opaque pape 
white areas scattered irregularly or streaked over the tooth surface, 
principally observed in the labial or buceal surfaces and involving 2D 
percent of the tooth surface.” 

Those classified as mild have “white, opaque areas involving at least 
half of the tooth surface. The surfaces of the molars and bicuspid 
subject to attrition show thin white layers worn off and bluish shades 
of underlying normal enamel.” 

Those are the descriptions given by the United States Public Health 
Ser ice for different types of mottled teeth. Surely it is obvious that 
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even the questionable type of fluorosed teeth is a dental abnormality 
which should be avoided and not desired or classified as normal. 

It should be remembered that every case, no matter how mild, has 
resulted from too much fluorine, usually in the drinking-water supply. 
Just as there has been found an inverse relationship between dental 
earies prevalence and fluorine in the drinking water, so it has been 
known for a long time that the opposite is true for dental fluorosis. 
There is a very direct relationship between the severity of mottled 
teeth and the fluorine which is ingested by the afflicted person, 

The question of stupendous importance at this time is, therefore, 
now much fluorine can be consumed without damaging results, 

Based upon epidemiological studies the Public Health Service be- 
lieves that a fluorine concentration in potable water supplies of from 
| to 1.5 parts per million will give the maximum protection against 
caries ond affords minimum threshold for ende mic fluorosis. There- 
fore, they have considered 1 to 1.5 part per million the optimum amount 
of fluorine to be added to drinking water asa t parti: al control measure, 
and this concentration is said to fall well within the limits of safety. 

There are seve ‘ral reasons why I do not agree with these standards. 
In the first place, the concentration recommended is based upon epi 
demiological studies or surveys in which the results are obtained 
observation of population groups. Their “index of dental fluorosis” 
as established for different communities has come not from individual 
clinical studies but from studies on mass groups in which the indi- 
vidual is important only as a member of that group. Based on such 
studies, it has bee n frequently reported that continuous use of domes- 
tic water supplies with a fluoride content of 1 part per million will 
result in mild dental fluorosis in 10 to 12 percent of the inhabitants of 
the community, We are asked to accept the insignificance of this so- 
called “sporadic” mottling of the teeth in its mildest form and to view 
tasof no Importance from the aesthetic standpoint. 

Let’s look into some of these studies from which recommendations 
for optimum fluorine levels in water supplies for dental caries control 


have come, 


In 20 Midwest cities included in the Public Health Service studies 
there were 7 which had water supplies naturally providing fluorine 
at 1 to approxim: tel 1.5 parts per million level or thereabouts. Some 


i little higher we | believe. It has been found that these cities have 
a lower rate of dental decay than was observed in the 13 other com- 
munities covered ‘ae these stuclies and | believe it is from these studies 
that the assuniptol that fluoride medication will reduce dental caries 
tothe extent of 60 to 65 percent has come, 

Certainly the beneficial effect from the standpoint of a lower dental 
aries eXperience is impressive. Of importance also, however, is the 
less stressed dental fluorosis index in these same cities. The percent- 
ages of their inhabitants reported as having mottled teeth in varying 
legrees of severity were as follows: Kewanee, 12 percent; Aurora, 15 
percent: Joliet, 25 percent; East Moline, 32 percent: Maywood, 33 
percent: Elmhurst, 40 percent; and Galesburg, 48 percent. Cases 
classified as questionable were hot i cluded in these percentages, 

Does not the complicating factor of dental fluorosis warrant in 
reasing consideration’ Should a community in which less than 10 
percent. but nevert! eless some, show very mild or more severe types 
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of mottled enamel be classified as having a “negative mottled enamel 
index” ? 

Again, let us look at the 1951 report of the fluoride dental caries 
relationship in a adult population studied in Colorado Springs. In 
the author’s conclusions of this report, it was stated, and I quote: 


The total rates for decayed, missing, or filled permanent teeth— 


that is the DMF— 

were about 60 percent lower in Colorado Springs than in Boulder for each group. 
The phenomena of caries inhibition continued and diminished through the age 
of 44 years, 

Not appearing in the summary and conclusions, however, you may 
find that the fluorosis ratings of ‘the 385 natives examined showed but 
63 in the combined questionable and normal group, whereas there 
were 174 who had very mild mottled enamel, 109 mild, 32 moderate, 
and 7 with the severest type of mottled teeth. 

Perhaps attention should be called at this point to the fact that the 
first report in this country of the disfiguring dental defect known as 
mottled enamel came from Colorado Springs. 

It is true that the Colorado Springs water contains 2.6 parts per mil- 
lion of fluorine, which concentration is not now recommended as de- 
sirable for mass reduction of caries, but from what other sources have 
claims for caries inhibition of this magnitude come? Could it be 
that maximum reduction of the onset of decay results only from in- 
gestion of fluorine in sufficient amounts to interfere with normal tooth 
development with resulting mottled teeth, the fluorine exerting its 
effect as a caries inhibition as a preventive medicine ? 

The truth still remains that mottled enamel, even in its mildest 
forms is caused by the toxic action of fluorine and is, in my opinion, 
an undesired dental abnormality. I fear that many of those who rec 
ommend the fluoridation of drinking water to the extent that 10 to 
12 percent of its users will have mildly mottled enamel in some form 
have not seen mottled enamel of any type and are, therefore, not 
familiar with the psychological effects produced on those having 
mottled teeth. 

In the second place, it should be realized that there are many variable 
factors which should be understood before a tolerance level for fluorine 
can be established. There are many communities which have a much 
higher dental fluorosis index (a higher percentage of mottled teeth of 
the more severe type) than others having the same fluorine concentra 
tion in their domestic water supplies specifically 1 to 1.5 parts per 
million, the level which has been recommended for caries protection. 
It has also been found that in certain communities in the South and 
Southwest the use of drinking water with less than 1 part per million, 
as low as 0.5 or 0.7, has resulted in mild tooth damage in a certain 
percentage of the population. 

These differences ms iy be explained by differences in climatological 
factors which would result in a difference in water consumption. 
Drinking water intake is a variable factor, especiaily among children. 
Their water-dr inking habits are greatly influenced by their muscular 
activities and it is difficult to measure normal water intake when they 
have easy access to the running hose during their play. Certainly 
much more information on this point than is now available should be 
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had before a generalized statement of an optimum fluorine concentra- 
tion can be made. 

In the third place, in addition to the uncertainties surrounding 
drinking water habits, variations in the amount of fluorine in food- 
stuffs should be taken into consideration. It has been shown by 
experimental work with animals that fluorine of food-borne origin as 
well as water-borne is effective, though in all cases not equally so, in 
producing dental fluorosis and in reducing dental caries incidence. 
Other experiments with human beings have shown that fluorine of 
food origin can be assimulated and is available for metabolism. The 
average daily consumption of fluorine in foods has been calculated 
for children from 1 to 12 years of age to range from 0.27 to 0.56 milli- 
grams. Thus it would seem that the amount of fluorine provided by 
the food is less than with that ingested when the water supply con- 
tains 1 part per million. There are several factors however which 
might change this picture. For example there is recent evidence that 

e fluorine content of plant materials may vary considerably with 
onditions under which they are grown. Again, it has been found that 
foods cooked in water absorb some of its fluorine. However, the factor 
which makes the daily amount of fluorine consumed per person even 
more unpredictable is the increasing use of fluorine compounds as 
insecticide sprays and dusts for the control of agricultural pests. 
ihe United States Food and Drug Administration having set a legal 
tolerance level of 7 parts per million of fluorine for apples and pears 
involved in interstate commerce, lias made it possible for an apple to 
provide about 1 milligram of ftuorine, which is approximately the 
umount furnished by four glasses of water containing 1 part per mil- 

on. Unfortunately as far as I know there are no State laws which 

ntrol the use of fluorine containing insecticides on fruits and vege 
tables grown and distributed within State boundaries. Thus the 
presence of unknown amounts of fluorine in food should make us more 
utious of adding it to our water supplies. 

There are still other factors which make it difficult to establish a 

fe standard for fluoridation of public water supplies. One of these 

i familiar difference in reaction to fluorine ingestion, just as there 
ire differences in carie susceptibility. 

\ great difference in caries susceptibility and the inhibiting action 
of fluerine has been observed in different strains of laboratory ani 
mals—cotton rats—on the same diet. So it has been observed that all 

ldren do not get the same protection from tooth decay by the in- 
gestion of the same amount of fluorine and it can also be said that they 
lo not respond equally to its toxic effects. Lower nutritional] status 
s well as a constitutional difference in parent stock has been offered 

an explanation for the occurrence of the more serious type of 
ottling found in certain communities than was found in others whose 
omestic water supplies contained similar amounts of fluorine. <A 
gher fluorosis index in some cases has been explained by differences 
food habits, especially milk intake. Whether the low consumption 
of milk plays a part because it is replaced by a greater intake of water 
or because its high calcium content reduces the assimilation of fluorine 
from other sources, is a disputed question. 

It is because, however, of variable features such as these which I 
have discussed that I wish to raise an objection to any proposed plan 
for partial control of dental caries by fluorinating public waters at 


oO 
- 
li 
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this time. Until the undesirable consequences are more widely and 
thoroughly understood or until the individual can be assured of com 
plete protection from the danger of even the mildest form of fluorosis, 
[ wish to reiterate that, I do not believe that it is a wise procedure 
or should be advocated. A great deal more data should be acquired 
to establish the minimum threshold of fluorosis for all people in al! 
communities where such a plan is contemplated. I am not in sym 
pathy with the objection to watchful waiting as presented by the 
statement, to quote— 

if the process proves worthy of adoption sometime hence, a community denied 
fluoridation during any period of watchful waiting will have lost the value 
the treatment for such a period. Neither is it pleasant to contemplate that 
such a loss in tooth protection amongst youngsters cannot be made up 


subsequent water treatment. 
The proponent of this idea has ignored the fact that only partial caries 
protection has been assured at the possible expense of acquiring dam 


age to the teeth which is irreparable. 

Fortunately a realization of the objectional features of artificial], 
fluoridating public waters has led to a search for other possible means 
of accomplishing the same results in dental health protection, without 
accompanying dangers or disadvantages. Many lines of attack 
different scientific fields have been followed. First sought has bee: 
knowledge of the part which fluorine plays in inhibiting dental caries 
Though the protective action of fluorine ts still not thoroughly unde: 
stood, some points have been established. Analysis has shown that 
the fluorine content of both the dentin and the enamel of the teet 
varies In magnitude with the amount of fluorine ingested either fron 
water or food sources. It has also been demonstrated that the enanx 
of teeth containing fluorine is less soluble in certain acids, including 
those which are accepted as the instigators of tooth destruction. Fo 
example, normal enamel has been reported to start to decaleify at 
pH of 52 wheras fluoridized enamel begins at the lower pH of 4.7 
\ rather loose concept of the action of fluorine is therefore that 
replaces the hydroxyl group in calcium apatite, which is the majo 
component of dental enamel and forms a less soluble fluoro apatit 
\ definite physical change in the enamel has also been indicated 
an increase in its hardness. 

Perhaps it should be mentioned in passing that there is a wide ra) ut 
in the fluorine content of teeth among people using the same wat 
supply. This wide range is difficult to understand except by assun 
ing that there have been ovreat differences in the amount of fluori 
ingested due to differences in water intake, or a diflerence in the cor 
sumer’s ability to utilize, metabolize or excrete the ingested fluori 
Either of these points would explain the apparent differences among 
people in their response to exposure to fluorine which have already 
been discussed. 

Of great interest is the fact that chemical laboratory tests have 
shown that powdered enamel taken from the tooth has a great affinit) 
for fhorine and is absorbed directly, the absorption varying in amount 
to some extent with the concentration and type of fluorine solutions 
and the length of time of contact. It is experiments such as these 
which have led to topical application studies and their efficiency 
reducing dental caries experience. This method of approach seems 
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more desirable because fluorine is applied to the enamel surface of 
already formed teeth, and therefore the inter ference of fluorine with 
the development of normal tooth structure during the period of its 
formation has been eliminated. Studies of this type with laboratory 
animals, in which the fluorine content of their molar teeth has been 
increased by painting the tooth surfaces after they have erupted, 
have shown marked inhibition of dental caries. Results too, after 
about 8 years of research with more than 1.500 children in various 
parts of the United States have been very impressive. Ap proximate ‘ly 
1) percent reduction in dental caries has been reported for quadrants 
of topically treate “l teeth. The results have been remarkably uniform 
for individual children. 

The method of topical application has advantage over fluoridation 
of drinking water in being available to rural communities which have 
no communal water supplies. Perhaps of even greater advantage and 
appeal is the fact that fluorine can be offered in this way whenever 
needed and desired. 

Other pract ices such as use of fluorine containing dentifrices, mout h 
washes, tooth powders and pastes, enriching the fluorine content of 
foodstuffs or adding fluorine to the daily diet of the child during the 
period of formation of his teeth have been in use. 
~ The ingestion of fluorine from any other source adds to the danger 
of fluoridating of public water supplies. 

It should he realized that there are ways of producing teeth which 
have a low caries incidence other than the use of fluorine compounds. 
Recent reports of the use of antibiotics as well as chemicals which 
interfere with the action of bacteria in the mouth have been encourag 
ing. Let us remember also that perfect teeth have been obtained with 
out the aid of any artificial means. Optimum dietary habits resulting 
in good nutrition and correct care in cleansing the teeth are all im 
portant factors which could, by themselves perhaps, prevent a large 
percentage of the tooth decay W hich is now so prevalent. 

In closing it should be emphasized that one function of the Public 
Health Service is to see that public drinking water supplies are safe 
for human consumption. Hitherto this problem has been accom 
plished by removal of objectionable features by some means or other. 
Fluoridation of water introduces an entirely different method for 
raising public health standards. It be proposed to add a chemical to 
water supphies used by all people in a community during their life 
span which will change the structure xP ( ‘omposition of the teeth and 
n this way bring about a partial reduction in caries incidence. 

If every person ingested the right amount of fluorine, at the right 
stage of development of each tooth and responded to its preventive 
medication in the optimum way, overdosing could perhaps be avoided 
and blotehy fluorosed teeth not produced. But until we can be as 
sured that overdosing will not become common pri ictice, the p yan of 
fluoridation of eee water sup plies should be curbed and extreme 

iution observed, ¢ I fe r that the public health measures will stand 

e risk of becoming a beer lic health hazard. 

The Cuatreman. Mr. Kleinfeld ? 

Mr. Kiernreip. In view of the fact that we have another witness. 
I will forego any questions. 

The Cratrman. IT want to thank you, Doctor. for your contribut 
It has been most informative, I am sure, to this group here, 
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I have just this one question. Sea food contains a great amount of 
fluorine, does it not? 

Dr. Smrru. You mean? 

The Cuan oe Sea foods? 

Dr. Smirnu. I did not mention sea foods particularly, but of cours: 
fish or fish bones, contain fluorine. 

The Cuarman. This is a great fish-eating community right here 
in Washington. 

Dr. Smrru. It is? 

The Cuairman. And if we were to add fluorine to the water might 
that contribute also to the effect upon teeth ? 

Dr. Smrrn. There has been a community, I believe, in one of the 
south Atlantic islands, Tristan, where a reduced dental caries inc 
dence and some mottled teeth have been reported without fluorine i: 
their water. They again are fish eaters, and probably eat fish bones 
along with the protein content of the fish. 

The Cuarman. Thank you. 

Mr. Ktxrnrevp. May I ask just one question, Mr. C hairman ! 

The Carman. Yes. 

Mr. KLernreitp. You may or may not have any opinion on this ques 
tion, Dr. Smith. 

I asked this question of the first witness this morning. Suppos 
the water in the city of ‘Tueson, Ariz. -just to pick pT] city at ral 
dom—the water is naturally free from fluorine, and we add sodiun 
fluoride to the extent of 1 part per million in the drinking water of 
that city, and we find that there is a substantial decrease in the in 
dlence of dental caries and no appreciable degree of mottling. 

Would you say, in deciding to fluoridate the water supply of a cit) 
like Washington, D. C., which also has water which does not contai: 
appreciable fluorine, that we can expect the same results both in th: 
decrease in dental caries incidence and in the amount of mottling? 

Dr. Smrru. Of course, I am not a dentist. I have looked at th: 
teeth of almost every school child during a certain period in Arizona. 
and could just with the eye and not using any dental equipment, 
mottled teeth. I he ave not investigated them myself from the stand 
point of dental caries. But I can say this: That cities having the same 
water concentrations of fluorine will res yond entirely differently fror 
the dental fluorosis index standpoint. That is, a different percentag 
of the consumers of this water will show the toxic effect of fluorine. 

So that 1 part per million of fluorine in water, or less, around Ari 
zona, and as low as 0.5 or 0.7, I believe, reported by the health depart 
ment from certain sections in Georgia, will produce mottled teet! 
which they define as mild in a certain percentage. But they say, let’s 
accept 10 to 12 percent of the population having mottled teeth and 
ignore it. 

Mr. Kuernretp. Are you saying, Dr. Smith, that the addition ot! 
the same amounts of sodium fluoride in drinking water in different 
cities may produce different mottling ? 

Dr. Smiru. Unquestionably. 

The CuatrrmMan. Dr. Miller 

Dr. Mitier. You are aware of the fact that the American Denta! 
Association, the public health groups, the American Medical Asso 
ciation, have recommended the use of fluorine in 1 part per millio: 
in drinking water? 
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Dr. Smrru. Yes, I am. 

Dr. Mutter. Do you think they have carried on their experiments 
sufficiently far to justify such a recommendation ? 

Dr. Smiru. I do not. I think we have plenty of evidence without 
any further experiments to show that 1 part per million is too high 
a level to be universally accepted. 

Dr. Mriier. Do you know what experiments they have carried on? 

Dr. Smiru. Ido. I have reviewed the literature pretty extensively. 

Dr. Mruier. Are they rather extensive experiments that the dental 
and public health and medical associations have carried on! Did 
they carry on some extensive experiments before reporting this rec- 
ommendation, or do you know? 

Dr. Smrru. Well, from one standpoint, I do not think there is any 
question that their experiments and also their observations have been 
extensive to the point that fluorine in the water has been found to 
reduce dental caries. But I say at the same time the danger is, it 
can do something else which we do not want. Therefore I think they 
have not gone far enough with their studies in different sections of 
this country. 

Dr. Mituer. And 7- or 8-year experiments with fluorine in water 
is not long enough time to know what it will do to the span of life 
of an individual ¢ 

Dr. Smiru. Why, no. 

Dr. Mitzier. That is all. 

The Cuatrman. Mr. Horan. 

Mr. Horan. You make reference to the use of fluorine in pesticides, 
That is eryolite, I suppose, you had in mind there? 

Dr. Smrru. Reference to the use of cryolite? 

Mr. Horan. Of fluorine. What type of fluorine did you have in 
mind ¢ 

Dr. Smira. You mean in the water supply ? 

Mr. Horan. Cryolite. Is not that a fluorime ¢ 

Dr. Smrru. That is a fluorine compound, but not necessarily the 
way it occurs in water. 

Mr. Horan. Would it be different ? 

Dr. Smrrn. It does not make any difference within limits. I mean 
as far as whether you have sodium fluoride or whether you have a 
cryolite—not cryolite, but sodium silicate. They have tried different 
combinations of fluorine in the water supply. 

rhe point is, if they are soluble to a certain extent, they will ionize, 
the fluoride that ionizes to the same extent will have the same effect. 

Mr. Horan. What I was getting at, Dr. Smith, is the possibility 
of having ready-made experiments available. Now cryolite, of course, 
is used in the reduction of alumina in our reduction mills by our alu- 
minum companies. Would exposure to cryolite in that form and the 
handling of it give you a specimen that might be experimented on to 
find out the effect of cryolite on the individual ? 

Dr. Smrru. You mean not in the water? 

Mr. Horan. No; not in the water at all, just exposure in the air. 

Dr. Smrru. No; I do not know anything about the absorption of 
fluorine through different paths. 

Mr. Horan. You would not know whether using it as a wet spray 
and exposure to it might affect the individual who was applying that 
spray ¢ 
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Dr. Smrru. I am not in a position to say. 

Mr. Horan. That is all, Mr. Chairman. 

The Cuarmman. Thank you, Doctor. I am sure you have made a 
definite contribution in coming here, and we appreciate your efforts 

Mr. Kueinretp. Professor Howard Smith, please. 

The CiuairmMan. Give your name and address to the reporter. 

Mr. Smrru. Howard V. Smith, University of Arizona, Tucson. 

( The oath was administered by the chairman. ) 

The Cuarrman. You may proceed. 


TESTIMONY OF HOWARD V. SMITH, ASSOCIATE AGRICULTURAL 
CHEMIST, UNIVERSITY OF ARIZONA, TUCSON, ARIZ. 


Mr. Kureinrecp. Professor Smith, what degrees do you hold? 

Mr. Smrru. B.S. and M.S. degrees. 

Mr. Kueivrevp. Do you have a Ph. D. degree / 

Mr. Smrru. No. 

Mr. Kuernrecp. Where did you receive your two degrees, sir? 

Mr. Smrru. University of Illinois. ! 

Mr. Kieinreip. What years / 

Mr. Suirn. 1923 and 1924. 

Mr. Kieinretp. What have you done since your graduation / 
What has been your professional career since then ¢ 

Mr. SMmrru. Experimentation at the Agricultural Experiment 
Station at the University of Arizona. 

Mr. Kueinrecp. For how many years? 

Mr. Smtru. Lam in my twenty-eighth year now. 

Mr. Kurinretp. What position do you now hold with the Uni 
versity of Arizona‘ 

Mr. Smiru. Associate agricultural chemist in the experiment sta 
tion and associate agricultural chemist in the college. 

Mr. Kietn:) p. Generally speaking, what do your duties consist of 

Mr. Smrru. In the experiment station they consist of research. 

Mr. Kieinretp. What is your special field of professional interest, 
Professor Smith / 

Mr. Situ. My special field of interest and training has been 1) 
soil, but for 10 years Dr. Smith and I engaged in fluoride studies 
together. 

Mr. Kueryrevcp. For about 10 years, you say ¢ 

Mr. Smrru. Yes: 10 to 12 years. 

Mr. KLernre.p. Please read your statement, sir. 

Mr. Smiru. It has been proved that there is a correlation betwee: 
the presence of optimum concentrations of fluorides in drinking wate! 
and the incidence of dental decay in the teeth of children who use 
this water during the time their permanent teeth are forming. ‘This 
fact has led the United States Public Health Service, the American 
Water Works Association, the American Dental Association, the 
American Medical Association, the National Research Council, and 
others to approve fluoridation of public water supplies as a means of 
redueing caries in large segments of our population. At is my feeling 
that many of the proponents of fluoridating drinking water have 
not had a sufliciently wide experience with dental fluorosis or hav: 
not taken into account all of the variables involved in the problem to 
appraise the situation correctly. 
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As codiscoverer of the role which fluorine plays in dental fluorosis 
and as author or coauthor of many of more than 40 papers which have 
appeared from the University of Arizona on the subject, 1 want at 
the outset to say that I believe I have reason to say that there are man) 
variables in this problem, and until more is known about them I am 
opposed to the fluoridation of water supplies. 

| would like to present to you some hitherto unpublished data con 
cerning the fluorine problem in Arizona. ‘These data show very 
definitely that the concentration of fluorine recommended by the 
United States Public Health Service for maximum dental caries pre 
vention at the minimum threshold level for protection against endemic 
fluorosis cannot be safely used in southern Arizona. Drinking waters 
containing 1.0 to 1.5 parts per million of fluorine or even less than this 
amount have been found to be associated with mottled teeth in varying 
degrees of severity in far too many of its users to justify the value of 
the protection afforded against tooth decay. 

First, let us look at the situation in Tucson. The city water in 
fucson is derived from two different sources. That supplied to the 
eastern part of the city has a fluorine content of only 0.3 part pet 
million of fluorine while that applied to the south side has a fluorine 
content of 0.9 part per million of fluorine. 

With the aid of John W. Melnnes, D. D. S.. examinations were 
conducted in order to obtain information regarding the teeth of the 
children who had lived in the same part of the city all of their lives and 
therefore used the same drinking water during the whole period of 
development of their permanent teeth. Children from the Mansfeld 
Junior High School on the east side and from the Roskruge Junior 
High School on the south were included in this examination for dental 
caries and mottled teeth. The children ranged in age from 12 to 15 
vears. We were impressed with a lower incidence of dental caries in 
the children in Roskruge who used water containing 0.9 part per million 
as compared with the children in Mansfeld who had access to water 
containing 0.3 part per million. Actually 42 percent of the children 
at Roskruge were free from caries whereas a lesser number, 26.7 
percent, in Mansfeld had no cavities. If caries reduction alone was to 
be considered, it would be logical to conclude that fluoridation of wate: 
would be highly desirable and therefore to be advocated. However, 1 
different story was unfolded when a comparison was made of the 
occurrence of mottled enamel on the teeth of these children. 

More than a dozen years ago our laboratory reported that the drink 
ing of water containing 0.9 part per million or more of fluorine by 
some Arizona children during the period of tooth development before 
eruption left a mark on the enamel. It was not surprising therefore 
that we found no children in Mansfeld showing dental fluorosis. while 
on the other hand 37 percent of those in Roskruge whose drinking 
water contained 0.9 part per million of fluorime, had mottled ename! 
varying in degree from very mild to moderate. These tindings have 
been kept in my files for some years for they yielded no new disclosures 
They did show that the presence of fluorine in drinking water afforded 
the teeth some protection against dental caries. Evidence of this sort 
from surveys of a much larger scale had been reported by the United 
States Public Health Service. 
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Due to the increasing emphasis placed upon the value of fluorine j 
drinking water as an inhibitor of dental caries we have since extended 
these studies to other communities in southern Arizona, the fluorine 
content of whose water supplies fall within the range 0.9 to 1.2 part: 
per million, concentrations which are considered by some to be adva: 
tageous to dental health. The teeth of children in Casa Grande 
Florence, and San Xavier, each community being within 70 miles o{ 
Tucson and having a similar climate, have been examined. The fluo 
rine concentration in the domestic waters in these communities are 1. 
to 1.3, and 1.0 parts per million respectively. Again, the findings hay. 
been compared with those resulting from the use of water containing 
only 0.3 part per million of fluorine. 

Again our experience in caries reduction as a result;of fluorin 
ingestion by the inhabitants of these communities has been simila: 
to that of others who have been studying in this field. As the fluorine 
content of the water increases, in general the percentage of childre: 
having no cavities in their teeth becomes greater. This correlatio: 
between the fluorine content of waters and the reduction of caries 
was quite obvious in south Tucson, Case Grande, and Florence. The 
fluorine content in their water supplies of 0.9, 1.0, and 1.3 parts pe: 
million, respectively, was associated with an absence of tooth decay i 

2, 54, and 65 percent of the children examined. 

The same relationship in San Xavier, however, was not found. At 
San Xavier the water contained 1.0 part per million of fluorine, yer 
the percentage of children without caries was no lower than that found 
at Mansfeld where the water contained 0.5 part per million. Only 24 
percent of the San Xavier children were free from caries. This d 
vergence in relationship may perhaps be explained by a difference i) 
racial, individual, or group response to fluorine as an inhibitor of 
dental caries. The children at San Xavier are Papago Indians. Thei: 
food habits are unique. They seldom if ever brush their teeth. The) 
do not take cod liver oil, and seldom have dental care. Whatever thie 
explanation it was evident that the dental caries health of the Sa 
Xavier children, drinking water containing 1.0 part per million of 
fluorine, was not superior to that of other children ingesting much 
less fluorine. On the other hand let us consider the other side of the 
situation. As stated before, the teeth of the school children in all of 
the communities were examined for dental fluorosis as well as dental! 
caries. Again it has been noted that in the communities added to out 
original investigations, that is, San Xavier, Casa Grande, and Flor 
ence, a certain number had mottled teeth, the percentage of cases and 
the severity increasing with the increase in fluorine content of thei 
water supply. It should be emphasized again at this point that the 
fluorine content of their water supplies lay within the concentratio! 
range advocated for fluoridation of public waters for mass control of 
dental caries. Ninety-four percent of the school children in Florence 
with a city water naturally containing 1.3 parts per million of fluorine 
had mottled teeth in varying degree of severity. Again, in Casa 
Grande almost half of the children drinking their city water natu- 
rally containing only slightly less than 1.0 part per million of fluorine 
had mottled teeth. 

In both Florence and Casa Grande the advantage in dental caries 
protection gained by the presence of fluorine in the water supp!) 
was offset by disfiguring appearance of mottling of the ename! 
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Again, in San Xavier, the Papago Indian school children drinking 
water containing only 1.0 part per million of fluorine showed no lower 
rate of dental caries incidence than children in east Tucson ingesting 
much less fluorine. Unfortunately also the teeth of almost 100 percent 
of these children were marred beyond repair. Again an individual 
difference within this race or group in response to the toxic action 
of fluorine was shown by the finding that 12 percent had very mild, 
65 percent mild, and 23 percent moderate cases of mottled tee th. 

It is evidence such as this which arouses my concern over the ex 
tended advocation by more and more groups of the fluoridation of 
public-water supplies. Much is still to be learned about variable 
factors which bring about a difference in response to fluorine both 
as a protector against dental decay and a toxic element interfering 
with normal development of the teeth and resulting disfigurement 
before mass control is undertaken. 

Because of my close contact with the toxic effect of fluorine, a 
dental abnormality which is obviously unknown, ignored, or con- 
sidered unimportant to the proponents of fluoridation of public-water 
supplies, I would like to mention some other points which constitute 
reasons for my objections to the fluoridation plan. 

In the first place I do not believe that the minimal threshold for 
dental fluorosis is known for all parts of the United States. Nor 
can IT agree with the proponents of fluoridation that it is acceptable 
for 10 to 12 percent of those ingesting fluorinated water to have mildly 
mottled teeth. There is surely an individual difference in what might 
be considered aesthetic or nonaesthetic. Undoubtedly the greater toxic 
reaction to fluorine concentrations in southern Arizona water sup- 
plies, that is, the higher fluorosis index, compared with northern cities 
with water supplies whose fluorine concentration is at the same level, 
can best be explained by differences in climatic conditions which influ 
ence the amount of water consumed. 

Dr. Miter. Let me ask a question right there, Mr. Chairman. 

The Cuatrman. Dr. Miller. 

Dr. Mruter. Did you find any dental caries in that group of chil 
dren that had mottled teeth? 

Mr. SurrH. Yes. 

Dr. Mriier. In other words, if the mottled teeth was caused, as you 
think it might have been, by fluorine in the water, those children with 
the mottled teeth also had caries? 

Mr. Sorru. A certain percentage of them; yes. 

Dr. Mriuer. Would you say the percentage was as large as those 
that did not have mottled teeth? 

Mr. Smrru. We found it would be variable. 

Dr. Mruuer. Variable? 

Mr. Smrrn. Yes. The San Xavier Mission which teaches Indian 
children had a concentration of 1 part per million of fluorine. Only 
about 24 percent of the children did not have caries. 

Dr. Mruuer. All right. 

Mr. Smrru. Dean has reported finding mottled enamel on teeth in 
Georgia produced by water containing 0.5,to 0.7 parts per million of 
fluorine of the same type as is produced in the vicinity of Chicago 
where the fluorine content is about 1.2 parts per million. The respec- 
tive annual temperatures at the two locations are 68 and 49° F., re- 
spectively, which fact introduces again the climatic factor. 
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Undoubtedly water consumption is greater in warmer climatic Zones 
than in cool ones. 

In addition to temperatures it may be that relative humidity is ; 
factor in determining water consumption. We are considering a pla: 
to investigate the climatic factor in some detail in an attempt to se 
minimal threshold values for all parts of the United States on th: 
basis of climatic zones as worked out by Thornthwaite. Thornthwait: 
has proposed two indexes to describe the climates of the world. The) 
are the P-E index—precipitation effectiveness—and T-E ratio—the: 
mal efficiency. When these ratios are integrated, climatic zones may 
be established. It is hoped that water consumption will be found to 
be a function of climatic conditions in each of these zones. If suc! 
appears to be the case, then threshold levels for fluorine could 
established in each zone with relative ease. 

Without a knowledge of threshold values for each climatic zone, 
fluoridation of waters may either be ineffective or may be dangerous. 
Word from the Surgeon General's Office, United States Army, indi 
cates the water requirement of man for temperate climate varies wit) 
activity, ranging from 900 cubic centimeters per day under a regime 
of light activity to 1 to 3 liters per day under conditions of normal 
activity. In a hot climate under conditions of moderate activity the 
daily intake is 2 gallons per day. With heavy exertion, the intake 
exceeds this amount. Dr. E. F. Adolph and associates, department of 
physiology, University of Rochester, in their monograph, Physiology 

of Man in the Desert, say : 

We find, for example, that a man must drink at least 5 and at the most 10 liters 


of fluid to meet his requirements when the mean daily temperature is 90° F. Men 
who are inactive and remain shaded most of the day will find 5 or 6 liters suffi 


cient. Those who are moderately active in the sun will require about 7 or 8 
liters, and men who work strenuously for long hours will need 9 or 10 liters or 
the same day. If the day is cooler, say, with a mean temperature of SO° F., the 
range of fluid needs will be from 3 to 7 liters, the expesed workingmen needing 
the most, the inactive men the least. These predictions coincide clesely with 
the actual fluid turn-overs measured in different circumstances in the desert 
In actual practice those fortunate enough to have air conditioning, 
thus living under artificial climatic conditions, probably cannot be 
classified with population in the climatic zone in which they live. 

Even though threshold concentrations for fluorine were established 
for all climatic zones in the United States the problem of individua 
susceptibility, unequal water intake due to exercise, racial differences, 
and variability in diet would still be with us. 

We do not question the ability of the waterworks technician to 
inject a predetermined amount of fluoride into the water supply or to 
guarantee the amount present by means of frequent Bo Nek analysis 

[t may be also that if water is fluorinated to the point where it pro 
duces very mild mottled enamel on the teeth of 10 to 15 percent of tl. 
population and gives maXimum protection against caries, no mor 
serious damage may occur to any individual unless fluorine is ingeste: 
from some other source. This possibality is a reality in more instances 
than are known, For example, Cryolite, a fluorine-containing insect 
cide, is used on fruits and vegetables and is difficult to remove. 

Ordinarily we do not eXpect to find high concentrations of fluorine 
naturally present in foodstuffs. Foods grown in Arizona soils by 
Vavich and Smith which had been treated with 400 to 1,600 parts per 
million of sodium and calcium fluorides took up only small amounts o! 
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fluorine. Quite different results however were reported by Prince, et 
al., who grew plants in New Jersey soils. Buckwheat grown in soils 
containing 180 and 360 parts per million of fluorine contained 1,170 
and 1,280 parts per million of this element respectively. Similar work 
conducted at Beltsville, Md., by Annie M. Hurd-Karrer, of the United 
States Department of Agriculture, shows that such crops as collard 
and buckwheat take up as much as 9,900 parts per million of fluorine 
when 102 parts per million of fluorine was added to the soil in which 
they were grown. This great difference in uptake of fluorine is ex- 
plained on the line content of the soils and their pH. There is little 
tendency for plants grown on alkaline calcareous soils to absorb fluo- 
rine. Liming acid soils decreased the fluorine content of plants grown 
on them. 

Thus it is that the fluorine content of certain foodstuff may vary 
widely and therefore the amount consumed in addition to that ob- 
tained from fluoridated waters will be impossible to predict. 

It has also been noted that healthy individuals excrete fluorine in 
concentrations near the concentration ingested. If a kidney impair- 
ment prevents the proper excretion of this element its retention may 
become serious. 

The topical application of fluorine to teeth has been practiced for 
several years, both on an experimental and practical basis. Caries 
reduction by this method is reported to be about the same as from the 
use of water containing added fluorine. When topical application 
of fluorine is used none of the chemical is ingested. Mass applica- 
tion however is not as easily achieved as where public water supplies 
are fluoridated. If caries incidence can be adequately reduced by 
other means the practice of fluorinating water loses some of its attrac- 
tiveness, especially when such practices as the use of ammoniated 
dentifrices, good diets, antibiotics, chemicals of various sorts, et cetera, 
can give good results. Smallpox and other diseases have been con- 
trolled by individual vaccination and it is possible also to treat caries 
on an individual basis without danger to the individual. 

In conclusion I would like to reemphasize the following: 

1. Minimal threshold levels for fluorine have not been established 
in all climatic zones of the United States so safe fluoride concentra- 
tions in each zone are not known. 

2. Fluorine from vegetables and fruits dusted with fluorides, baby 
foods, and foods grown on acid soils which are high in fluorine may 
be additive to that already in the water and cause a greater prevalence 
of mottled enamel of a more serious type. 

3. Individual tolerance to fluorine and differences in the amount 
of water consumed as a result of environment or occupation have a 
bearing on the amount of water of a given fluorine concentration which 
can safely be ingested and therefore make it difficult to establish 
optimum levels for fluoridation of public water supplies. 

t. The safest procedure, it seems to me, for reducing caries in teeth 
by the use of fluorine is topical application to children’s teeth in schools 
as part of the State’s public health program. 

The Cuarrman. Mr. Kleinfeld. 

Mr. Kuetrecp. Professor Smith, when did vou say you began to 
study the effects of fluorine in water? 

Mr. Sarrn. In 1930. 

Mr. Kuerrecp. What caused you to begin this study? 
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Mr. Smiru. Dr. Margaret Smith in her nutritional experimenta 
tion had indicated that she thought fluorine might be the offender, 
and needing more hands as a chemist, we collaborated. That is how 
I got into it. 

Kuierrecp. Am I right in concluding, from your statement, 
that you believe there are several variable factors which may influence, 
for example, the degree of mottling in the teeth of people who drink 
water with different concentrations of fluorine or sodium fluoride?’ 

Mr. Smrru. Yes, I do. 

Mr. Kiervreitp. What would those factors be—mostly ingestion of 
water ¢ 

Mr. Smiru. Possibly, yes. 

Mr. Kiervretp. What else ? 

Mr. Sorrn. Possibly food containing greater or lesser amount 
of fluorine; muscular activity. 

Mr. Kuervrevp. Let’s assume a city like the District of Columb 
wishes to fluoridate its drinking water supply. What factors in you 
opinion should be taken into consideration in determining, let’s say 
to put 1 part per million of sodium fluoride in the drinking wate: 
Would you be willing to rely on the fact that no untoward conse 
quences have occurred in some other cities in a different part of t 
country which have been using for a number of vears water artificially 
containing | part per million of sodium fluoride / 

Mr. Smrru. There are many reports in the literature of two citie 
having the same fluorine concentration in the drinking water having 
different caries and mottling experience in the teeth. 

Mr. Kurinrecp. If vou had the say, Professor Smith, in determining 
whether or not to fluoridate the public drinking water of a large cit) 
like Washington, D. C., what would you have investigated befor 
doing so, or would you do so at all ? 

Mr. Smiru. I wouldn't do so at all. 

Mr. Kirinreip. Again, why wouldn’t you do so? 

Mr. Surru. Beeause it has been shown that 10 to 12 percent of thi 
children who ingest recommended concentrations of fluorime in drink 
ing water in this climatic zone will be expected to have mottled teet! 

Mr. Kiernrerp. In the climatic zone which includes Washington, 
D. C.? 

Mr. Smirn. The closest one to Washington, D. C., would be Chicag: 
I suppose Washington, D. C., is a little warmer than Chicago, and 
we might expect a little more ingestion of water. 

Dr. Mutter. Mr. Counsel, at that point—those children with mot 
tled teeth, do they also sometimes have caries? 

Mr. Smiru. They do, very definitely. 

Dr. Mitier. So the use of fluorine to prevent caries is not as abso 
lute as immunizing the child against diphtheria or vaccination against 
smallpox. If you do that to ‘the child, you can say absolutely that 
he will not have smallpox, if the vaccination is properly done. 

Here they say using fluorine in the water to prevent caries in thi 
teeth—and if I understand you correctly, they sometimes produce 
mottled teeth, probably where the looks are not too bad, but they 
have dental caries, which fluorine did not prevent. That is what 
you are saying? 

Mr. Smirn. Yes. No one has claimed a perfect cure or preventio 
of caries. 
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Dr. Mitzer. Do children get mottled teeth when they have fluorine 
applied topically by the dentist ¢ ; 

Mr. Smrru. No; they do not. 

Dr. Minter. Only when they ingest it? 

Mr. Smirn. Yes. 

Dr. Mitier. That is all. 

Che CuarrmMan. I do not want to interfere, but I have a boy who 
has had that treatment for some years by a dentist who has been 
an advocate of it, and he gets caries in his teeth. I mean that is 
just one example. 

Mr. Smiru. That is true. The proponents of either method do not 
claim complete protection—30 percent, 40 percent, and the greatest 
about 60 percent. 

The Cuaiman. When you say 30 or 40 percent you mean ? 

Mr. Surrn. Reduction. 30 percent reduction—40 and 50. 

The Cuarrman. Dr. Miller. 

Dr. Miniter. Although even the topical application also have caries? 

Mr. Sirn. Yes; it is not a perfect cure. 

Dr. Mitter. A reduction of 30 or 40 percent ? 

Mr. Smirn. Yes. 

Mr. Kuernrevp. Mr. Smith, I believe you testified, as most of the 
witnesses here have, that there is a reduction in the incidence of dental 
caries when water is fluoridated. If that is a fact, and most people 
so agree, the thing that you object to most, apparently, is this mot- 
tling. What is so bad about mottling? 

Mr. Smrru. May | answer that by asking a question ? 

Mr. Kuernrevp. Yes, sir. 

Mr. Smiru. Would you like to have mottled enamel ? 

Mr. Kierrexp. I wouldn’t; no. 

Mr. Smiru. That is what these other people, some of them, think. 

Mr. Kiernretp. When you say mottling, Professor Smith, there are 
various degrees of mottling, as you and Dr. Smith, the preceding wit- 
ness, have pointed out. 

Let’s take this very mild mottling. Are you familiar with that 
category Q 

Mr. Smrru. Yes. 

Mr. Kueinrevp. What would that amount to? Would that be read- 
ily discernable by a layman such as myself, for example ? 

Mr. Suirn. | think so. 

Dr. Miter. It is like having a little bit of a cross eye? [Laughter. | 

Mr. Smiru. There are white flecks over the teeth, which to some, 
particularly the person who is afflicted, is not aesthetic. 

Mr. Kuernreitp. Have you observed considerable numbers of persons 
who have mottled teeth ? 

Mr. Smrru. I have. 

Mr. Kueinrevp. In the various categories such as mentioned here— 
mild and very mild? 

Mr. Smiru. Yes. 

Mr. Kiernreitp. Do you know how those people react to this mot- 
tling, even the very mild mottling? 

Mr. Smiru. The very mildest probably do not object very seri 
ously, but fn our experience, if a water contains 1.3 parts per million 
of fluorine, the mottling is mild, but it is certainly very noticeable to 
the lay person. 
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Mr. Kurinrevp. I think you said that, in an area such as Chicago, 
if you added about | part per million of fluorine to the drinking wate) 
you might expect 10 to 12 percent of the children to have some 
mottling ¢ 

Mr. Smerru. I think that is what is reported in the literature. 

Mr. Kueinrecp. Do you know what that mottling would consist of ? 
Would that 10 to 12 percent be mild, very mild, or what? 

Mr. Smrrn. [It would be mild, and a little, perhaps a little greate: 
degree of mottling than the mild in a certain number of individuals, 
There is a variation in individual susceptibility. 

Mr. Kveinrevp. But you feel that a number of that percentage of 
children there would have mottling which would be unaesthetic and 
readily discernible by the ordinary layman / 

Mr. Smrru. Yes; | do. 

Mr. Kuetrevp. I have no further questions. 

The Cuatrman. Dr. Miller? 

Dr. Mitier. In the case of tle use of fluorine, Doctor, whether it is 
used topically or taken into the w ater. is there uny difference in the 
amount of caries that children might have ¢ 

Mr. Smrrnu. I think if we are conservative, we will say that the 
effect is about the same in either case. 

Dr. Miter. You mean about the same in either case ? 

Mr. Smtru. The proponents of fluoridation are claiming a little 
higher caries reduction than the topical application proponents. 

Dr. Mititer. Do you know what experiments were carried on by the 
United States Public Health Service, the American Medical Associa 
tion, and the Dental Association now advocating the use of fluorine 


us a Mass medication before they made their recommendations ? 

Mr. Smrru. Tam familiar with quite a few of them; yes. 

Dr. Minter. Were they complete and satisfactory / 

Mr. Smrru. The experiments at Newburgh, N. Y., were planned for 
10 years, and they are in the seventh year now and have not been 


carried to completion. 

Dr. Mixxer. Is that not under the direction of the United States 
Public Health Service ? 

Mr. Smiru. I am not sure whether it is or not. 

Dr. Mitier. And you think those ought to be carried on to compl 
tion before any conclusions are reached ¢ 

Mr. Smirn. Yes. 

Dr. Mitter. What would you say this committee ought to recom- 
mend relative to fluoridation of water? 

Mr. Smrru. My personal feeling is that fluorine ingestion is danget 
ous and that it should not be carried out. 

Dr. Mitier. You realize a lot of people do not agree with you / 

Mr. Smirn. I realize I am in the minority. 

Dr. Mituer. That is all I have. 

The Cuatrman. Mr. Horan? 

Mr. Horan. We are dealing, of course, with a very useful chemical 
here in fluorine. You recognize that ? 

Mr. Smiru. I do. 

Mr. Horan. It is used very widely and to the widespread benefit 
of mankind, so it is a matter of us finding out how to use it, is it not / 

Mr. Siri. Yes. 

Mr. Horan. Under proper conditions ? 
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Mr. Smiru. Yes. 

Mr. Horan. Have you hac any experience of obser hg the effect of 
fluorine in spraying fruits or vegetables / 

Mr. Smirn. Not the mechanies of it : no. [have not. 

Mr. Horan. I, personally, have sprayed with fluorines. and I think 

would be impossible not to ingest some of it if you work all day 

the hot sun and use a certain dosage of Crvolite or svnthetic ervocide 
: your spray dope. . 

Mr. Smirnu. Yes. 

Mr. Horan. Would t be reasonable to assume vou 1 le ve 
little that way ‘ 

Mr. SmirH. Yes. 

Vir. Horan. You are auware, of course, that we are conducting 
studies under the supervision of the Public Health service on the 
effect of insecticides on human beings in the State of Washington ¢ 

Mr. SMITH. Well. I am aware of the fact that the Food and Drug 
Administration has set a tolerance of 7 parts per million for fruit. 

Mr. Horan. Yes. That was several years ago. We just started 
examination to try to find out what the effect is on the individual 
through the use or being in the proximity of Cryolite or syntheti 
In applying them or mixing them. You are not 


ervocides, either 
familiar, though, with that work / 

Mr. Smirn. No: lam not familiar with it. 

Mr. Horan. | think you would be interested in that. because vou 
have raised some very wood questions here to me. | cannot under 
ife of me, Mr. Chairman, how this collard and 


hat a dn't ihe’ 


stand, though, for the 
buckwheat took up 9.900 parts per million from soil t 
that much init. What is your ratio there / 


Mr. Smiru. [t was added as an amendment to the so l, and the soil 
was very acid. 
Since this paper was written. I have talked with one of the men 


connected with the above tests, He said that ordi arily hot th it mu 


is taken up from agricultural soils. 

Mr. Horan. Have any expel ments been conducted uSlhea ollard o1 
buckwheat and feeding it to rats to your knowledge to see the effect ? 
Mr. Smiru. I don't believe the Beltsville or New Jersey experiment 

were carried into feeding experiments. Certainly if it was there 
that concentration, it would affeet an experimental! animat very 
seriously. 
Mr. Horan. You feel that sort of research ought to be conducter 
Mr. Smirn. Yes. 
Mr. Horan. Thank you, Mr. Chairman. 
Phe CHoamman,. Thank vou. Dr. Smith. 
The committee will recess now until Phursday morning at 10 
(Whereupon, at 11:55 a. m.. the committee recessed to reconv: 
lO a.m.,on Thursday, February 28, 1952. ) 
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THURSDAY, FEBRUARY 28, 1952 


House or Representatives, 
SeLtecr Com™Mirree ‘To INVESTIGATE THI 
Use or CHEMICALS IN Foops AND CosMeErtics, 
Washington. D.C. 

The select committee met (pursuant to H. Res. 74 and H. Res. 447, 
82d Cong., lst sess., continuing the investigation and study begun 
inder authority of H. Res. 323, Slst Cong... 2d sess.), at 10 a. m.. in 
room 445, Old House Office Building, Hon. James J. Delaney, chair- 
man, presiding. 

Present: Representatives Delaney of New York, Jones of Missouri, 
Abernethy of Mississippi, Miller of Nebraska, and Horan of Wash- 
ington. 

\lso present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottheb,. associate counsel. 

The CuarrmMan. The committee will come to order. 

Mr. Kleinfeld. 

Mr. Kivinrevp. Is Dr. Forsyth here, or Dr. Knutson? Is anybody 
here for the Public Health service ¢ 

\ Vor E. There Is golng to he | delegation here tl dl they should be 
ere any minute, 

Interval of several minutes. ) 

The Cuarrmman. Dr. Knutson, are you going to testifv or is Dr 
Forsyth or someone else / 

Dr. Knutson. Dr. Forsyth and Dr. Dean. 

Dr. Mituer. | suggest to the chairman that we 
a 7 Dr. Dean lp here at the table. 

Dr. Knvrson. I am not scheduled to testify. Dr. For 
turnina minute, Sir. al dl lead off. 

Dr. Mitter. Would you mind submitting to some questions here 
{ the table with the rest ot them / | have | number of youl publica 
tions here and I want to ask you a few questions about them, and you 

ll be in position to answer some of the questions, 

Dr. Knutson. Surely, I will be glad to. 

The CHAIRMAN. You have been sworn . have you nol ¢ 

Dr. Knurson. Yes. 

The CHarmman. Dr. Knutson is recalled. 


TESTIMONY OF JOHN W. KNUTSON, D. D. S.—Recalled 


i MILLER. Dr. Knutsor 9 somebody left at my otlice, I be lieve you 
or someone else, a bunch of publications which were very nteresting 
ling, on the question of fluorine in drinking water. 


Tt 
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There were some questions in my mind on the use of fluorine, « 
I wanted to ask some experts, and you are an expert and have ly 
dealing and probing into the use of fluorine in drinking water. 

As a physician, I have always sort of approved and thought 
good thing. In fact, 1 introduced a bill in Congress*that the Dist 
of Columbia add fluorine to the water. 

In the last few days we have had some testimony from experts, 
in the field, and experimenting 10, 12, 13 years, and longer, and s 
of their findings have disturbed me a little bit. I am sort of betw: 
and betwixt as to what we should advocate. 

Do you know Dr. Francis A. Arnold, Jr., D. D. S., of Bethe- 
Md. ? 

Dr. Knurson. He is one of my colleagues and he is here 
morning. 

Dr. Mrtter. Maybe I should ask Dr. Arnold. I donot know. 

But Fluorine in Drinking Water: Its Effect on Dental Caries, 4 
published in the Journal of the American Dental Association, volu 
36, pages 28-36, January 1948, is an article by Dr. Arnold on fluor 
in drinking water. 

I notice he says in his summary on this subject on page 356, an: 
quote: 

Presumptive evidence points to fluorine as the active inhibitory agent 
suggests the possibility of adding controlled amounts of fluorine to water s 
plies as a practical method of preventing or inhibiting caries. 

Studies of such a procedure are now in progress, but final evaluation must be 
deferred during the time required for teeth to develop and erupt under t! 
changed environment. At present it is deemed advisable to await the res: 
of these research projects before an unqualified recommendation for mass fl 
dation of water supplies is made. 


Would you or Dr. Arnold tell the committee what experiments ha 
been carried on that have now apparently brought you to the positior 
of recommending the use of fluorine in water, because he says here, 


and I quote again: 

At present it is deemed advisable to await the results of these research project 
before an unqualified recommendation for mass fluoridation of water sup 
is made. 

Dr. Knutson. I should be very glad to comment on that, Dr. Mill: 
but since Dr. Arnold, the author, is right here, I think he sho 
answer. 

The Cuamman. Dr. Arnold. Give the reporter your name 
address. 

Dr. Arnoup. Francis A. Arnold, Jr., National Institutes of Hea 

Jethesda, Md. 
(The oath was administered by the chairman. ) 


TESTIMONY OF FRANCIS A. ARNOLD, JR., D. D. S.. NATIONAL 
INSTITUTES OF HEALTH, BETHESDA, MD. 


Dr. Mititer. You heard the reading of the summary in this pub! 
tion of Fluorine in Drinking Water: Its Effect on Dental Caries ’ 

Dr. ARNoLD. Yes, sir. 

Dr. Mituer. Would you care to comment as to what projects or w! 
experiments have been carried on now that have caused the Pub 
Health Service to recommend mass fluoridation of water supplies! 
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Dr. ArNnoxp. I will be very happy to comment on it, Mr. Congressman. 
As you know, the date of the issue of that publication—— 


Dr. Mutter. January 1948. 

Dr. Arnotp. Is January 1948. I am sure the committee realizes 
that the paper was written well before publication date. 

| would also like to point out that in 1948 we still md in pl 
the studies at Grand Rapids. Mich.. the studies at Newbul 
Kingston. the studi Brantford, Ontario, the study just 
Inv iston, [ll.. at that time . and the othe fluorid ition studies 
Carolina had started about that time. 

The study in Grand Rapids, with which I am definitely mo 

liar, had been in progress about 3 years by 1948. The study 

ted in January 1945 he results that we had obtained when that 

iper Was written, such as on the Grand Rapids study, and the results 

from the Newburgh study and the Bray tford study had not heel )) ly 

shed. nor had these studies grone long enough Lo obta n statisti ally 

significant results when that statement was made. It is based on that 
et 

Dr. Mituer. Well, I have another publication by Francis A. 
nol I. Jr.. Resear hi Det tistry for Children. 

I believe this was published in Tufts College Dental School Maga 
ne. I note in the summary I read the article and this is in May 
1951, after you made certain findings on earies in children—this 
quotation : 


} 


In the past 2 or 3 years, increased funds have been made available directly 


» the National Institute of Dental Research and to promising individuals in 

schools and research institutions in the form of research grant-in-aid 

s too early to evaluate the effect of this increased research activity on the 
improvement of the dental health of children in the United States 

In our efforts to train better dentists and instructors, the search for new 
knowledge must not ceass Only through constant research can children 

stry progress and provide better service for children. 

The thing that intr oued me was in this statement of May L951, you 

id: 

s too early to evaluate the effect of this increased research activity 
mprovement of the dental health of children in these United States 

Now that covers the item of fluoridation of water, too, I believe, 
as other subjects in the article. You think in May 1951, it was still 
too early to evaluate research findings. 

Now, I believe Congress made available about a million dollars 3 
vears ago for general research. I voted for it. I thought it was a fine 
thing. But I am wondering whether someone in the Public Health 

not getting a little enthusiastic about pushing forward. 

\ gentleman here had his hand up and may want to answer, Mr, 
( hairman. 

The C > If he can answer later. we have this witness firs 

i hi HAIRMAN. If he can answer tater, we have this witne first. 

Dr. Mruier. I would like the author to answer this question. “It 
s too earlv’—1951—“to evaluate the effect of this increased research 
activity on the improvement of the dental health of children In these 
lnited States.” 


Now, that was after Congress appropriated a million dollars the 
ear before, 1949, for research particularly in fluoridation of water. 
onder if you have anv comment on that. 
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Dr. Arnoitp. Mr. Congressman, yes, I do have a comment on that. 

I think the article that you are referring to refers to research don 
under our research grants program. I mean that includes all types 
of dental research. 

Dr. Mitter. Yes, I think that is true, Doctor. 

Dr. Arnovp. Our research grants program got started at abou 
$221,000, Mr. Congressman, in 1948. 

Dr. Mitier. That is right. 

Dr. Arnotp. And what I was referring to there was that this wa 
a step forward, and we were very glad to make that step. 

Dr. Mriter. I think that is right. 

Dr. Arnotp. I was referring to various types of research that need 
to be done. 

Dr. Mitier. I have another article here by Francis A. Arnold, Jt 
D. D. S., Fluoride Therapy for the Control of Dental Caries, re- 
printed in the Journal of the American Dental Association, October 
1948. Now that was after January 1948, some 8 months later, and in 
the summary there you say relative to fluorine: 

At present there is no acceptably controlled scientific evidence in an adequate 
number of observations with which to evaluate the supplemental feeding of 
fluoride for caries control. 

Of course now, that was in October 1948. What has developed since 
then in light of the 1951 statement that brings you to the position, or 
the Public Health Service to the position, that it is a sort of a must, 
one of the articles state here, for medication of caries through fuori- i- 
dation of water—that is a must if you are going to prevent caries in 
children? What has happened since then? 

Dr. Arnotp. Mr. Congressman, if I am not mistaken, in the article 
to which you are referring, I was discussing the possibilities of sup- 
plementing diets with fluorides. 

Now I would like to take a moment to explain the difference of 
what we are speaking of in terms of supplementing diets, rather thai 
putting fluorides in water supplies. 

I did start a small study back in 1942, and started it on my ow: 
family, because I was convinced as early as 1942 that fluorides were 
beneficial to dental health. 

I did start feeding and supplementing the diets of my children and 
of many people around the institute, professional people, who were 
able to recognize the problem and work on the experiment of adding 
fluorides to their children’s diets. It is a case of adding a know: 
amount of fluoride daily, supplementing the diet of a child daily with 
a known amount of fluorides. 

The doses that we are using are based on the same amount of fluo 
ide that one would assume to be ingested in an area where the water 
supply contained about 1 part per million of fluorine. 

Dr. Minter. I want to come to that thought in just a little while, 
about fluorine in foods. 

First, I would like to ask you relative to fluoride in water—TI think 
you are able to answer it—I have a little public ation here, P ine ogre 
of Mottled Enamel Halted by Change in Common Water Supply, | 
H. Trendley Dean and Frederick S. McKay. In it is this statement 

In the United States at present there are about 375 known areas, divided among 
26 States where mottled enamel of varying degrees of severity is found. This 
large number of areas made available for study various communities whose 








CHEMICALS IN FOODS AND COSMETICS 1629 


common water supply contained fluorides in different concentrations. This, in 
turn, permitted detailed quantitative study of concomitant variations 


And in the summary : 


With the report on the results obtained in three endemic areas, show 
production of mottled enamel has actually been stopped by the ! 
the water supply from one containing concentrations of fluo 

» one practically free of fluoride, the mo 

s the primary 


the 
fving dental enamel t 
and direct proof that fluoride in the domestic wate! 
mottled enamel, has been presented. 
This paper was published June 1939, in the America 
Public Health, volume 29, No. 6. 
What are you doing about taking fluorine out of wate 
more fluorine in that apparently needed ¢ 
Dr. Arnotp. Mr. Chairman and Mr. Congressmen, Dr. Forsyth 
re and Dr. Dear = here t Ss morning. 
I think I would hke to transfer the question, 
Dr. Forsyth and Dr. Dean. I will be available and glad to ar 


‘ 


if vou don’t Ih} na. LO 
wer 


ny questions. 

Phe CHarrmMan. Is there anyone who. 
by Dr. Miller—anyone from Public Health ? 

‘Dr. Forsyru. Dr. Dean is the Director of the National Institute 
ot Dental Resear h. Natio al Institute ot Health. 

Dr. ARNOLD. He wrote those articles and has been working in the 
field. 
The Cuarman. You, yourself, Doctor, have not personally super- 
teeth or the effect of fluorine on public 


an answer the quest ions asked 


vised any survey on mottled 
health ? 

Dr. Arnotp. Yes, sir, Mr. Chairman, I started working in the field 
of fluorides in 1937 when I was detailed to the National Institute 
ol Health and have worked with Dr. Dean, mniy senior oflicer. since 
that time, and have surveyed many areas for fluorine present in the 
water. IL would—— 

The CuarrMan. Just a moment. Or Tuesday, Dr. Margaret Smith 
She isa nutrit onist. and | believe her husbar ad. Professor 
Smith, is a chemist. Dr. Smith testified she had made a survey from 
1930 until 1934 in Arizona on mottled teeth. She told of her experi- 
ence and what she found, and later Professor Smith also told ot his 
experience and the effects that fluorine in water had on teeth. These 
people have done extensive work 1h) this field. They h ive realized thev 


came here. 


are subject to a certain amount of criticism, and they were willing to 
come here and testify before this committee as to what they believed 


ind what they found. 

Have you read their testimony ? 

Dr. Arnotp. No, sir: I have not. 

The CuarrmMan. All right. 

Dr. Knurson. Mr. Chairman, my understanding is we came here 
this morning prepared to present a brief supplemental] statement, 
and—— 

The Cuamman. You will be given that opportunity. Dr. 
requested an opportunity to ask questions, Now I believe Dy 


M ller 
. Dean 
said he could answer those questions. 

Dr. Mituer. I prefer to wait until I ask two more questions of Dr. 
Arnold. I will be through then with him. 
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I have another publication of yours, Dr. Arnold, about the possibili 
ties of reducing dental caries by fluoride ingestion. It is a very inter 
esting article. I compliment you on it. It is well prepared. But th 
statement that disturbed me a little, again was in the summary, and 
it is obviously impossible to put the whole article in the record, But 
in your summary, and I quote this at page 107: 


Little, if any, effect can be expected in people who are more than 5 or 6 years 
of age when such fluorine therapy is instituted. 

In other words, it is your conclusion that fluorine does not help th: 
youngsters who are more than 5 or 6 years of age. Are you still of 
that conclusion as in that article of—I do not see the date on it, but 
you are probably familiar with it. 

Dr. Arnoup. I think, Mr. Congressman, that article came out 
1944 but L am not positive of that. 

Dr. Minier. It came out when? 

Dr. Arnonp. 1944. 

I would like to point out for the record and for you, Mr. Congress 
man and Mr. Chairman, that [I am wholeheartedly in support of 
fluoridation of water supphes for caries control. [have worked in th 
field, as 1 said, since 1987. I was convinced as early as 1942 that th: 
addit Ion of fluo ides to the cliet of inci idnals vould increase or bene 
fit their dental health: It would reduce the amount of dental caries. 

The reason the statements have been made in that article that little 
benefit mi: iV be e xpected, I think the y are the words I used, for chi! 
dren over 5 or 6 years of age, is because of the fact in our epidemi 
logical studies, Dr. Dean and myself and others in the Public Health 
Service had heen working with children who were born and reared 
natural fluoride areas. They had formed their teeth on fluoridated 
waters, they had gone through gestation on fluoride water, they | 
gone through early childhood on fluoride water. 

We knew at that time in terms of the study at Bauxite, Ark., 0 
the change of water supplies that the individuals at Bauxite w! 
formed their teeth on the fluoride waters, and then the fluoride water 
was removed, that they still retained the benefit. So we assumed 
that time that the benefits to be gained from fluorine in the water 
supply was a benefit gained in the formative period of the toot! 
The 5 or 6 years it referred to there, generally speaking, covers the 
main portion of the formative period of the permanent teeth. 

We did not believe at that time that there was any benefit to be 
promised anv body or to he expected, scientifieally speaking, in teet! 
that were already formed or already erupted in the mouth. 

Since that time, I would also like to point out for the record, in our 
studies like Grand Rapids and the studies at Newburgh and the 
stiulies at Brantford, they are showing some benefit being gained | 
individuals who are more than 5 or 6 vears of age, but we did not 
expect that when we started the study. We expected they would have 
little, if any, benefit, and we certainly wanted to be very cautious 
and not promise anybody any benefit if their teeth were already 
formed. 

Dr. Miuuer. I think that is right, Doctor. 

I have another publication here, Evaluation of Effectiveness of 
Caries Control Measures of Ingested Fluorides in Water. Food, Bone 
Meal, and Proprietary Preparations, written by Dr. Francis A. 
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\rnold, Jr., D. D. S., Bethesda, Md. printed, I believe, in April 1948. 
Your opening statement is this: 

| do not think that it is possible this morning for us to talk on the evaluation 
fluorides in dental caries control as far as water supply, food and other 
arations are concerned, because we do not have sufficient data with which 


valuate the use of such materials 


(re you still of that same opinion or have you changed your mind 


ce then ? 
Dr. Arnotp. Very definitely, Mr. Congressman, I have changed 
mind, and I feel very definitely we do have the data W ith which 

‘proceed on putting fluorine in drinking water. 

Dr. MILLER. Weare making progress then. 

[ notice one of the questions at that time was a question by D1 
Wallace D. Armstrong, who said: 
that Dr. Stearns brought up, but I was 
Arnold, since I didn’t think it would be 
We have been able to show that 


[ was troubled by the same thought 
g to discuss it in private with Dr 


oint of general interest to the group 
y feeding drinking water containing 20 parts per million of fluorine to rats 
the fluorine content of the skeletal system increases 10- or 20-fold I think we 


and analyze the whole skeleton so as to see what 


was retained in this manner. As a matter of 
in feces is 


ild repeat this experime 
ction of the administered dose 
fact, in my experience, the determination of fluorine in urine and 
mely difficult, if not impossible. The results are usually on the high side, 
in the urine to which a definite amount of sodium 
ver quite beet 


indicate the excre 


more fluoride being found 
fluoride has been added than is actually present. So I have ne 
able to understand the results that McClure obtained which } 

f the administered dose. We should also consider the 


of nearly 100 percent vo 
other than in the 


s were receiving fluoride in materials 


fact that the subject 

water, so that the apparent positive 100 percent excretion may not amount to 
t would be interesting, I think, to obtain some bone from an autopsy specimen 
he fluoride areas, and I dare say that you would find the content of those 
es to be much higher than in nonfluoride areas 
Have vou found tl} | to he the truth. or have Vol carried on those 


experiments ¢ 
Dr. Arnotp. I have not carried on any experiments in that line, Mr. 
( gressman, but there have been experiments carried on by Dr. 
HH cre t Ro heste Cl they have 1] alyzed hones from autopsies 
luoride areas. and there has been some increase in the fluoride con- 
f the bones. ‘T hat wo ld be expe ted. | mean bone IS a store- 
for calcium materiais, and if would ict in terms of an area in 


Wo ld | aturally expect fluor ine to be pre sent. 
crease expected and there is some increase in 
is not an increase that be- 


“lv where one 
There would be some 
orine in the ines in these areas, but it 
sa pathological condition of the bones. 
Dr. Mitier. In using fluoride as recommended by the Public Health 
service, what percentage of caries do vou prevent ¢ 

Dr. Arnotp. Our studies at Grand Rapids show a 65-percent reduc- 

n dental caries in those children now who were born and reared 

Grand Rapids. That is the present 5- and 6-year-old children in 
Grand Rapids. 

Dr. Mituer. Are you still carrying on some experiments of the use 

fluorine in water. 

Dr. Arnotp. Grand Rapids is still proceeding; ves, sir. 

Dr. Mriuer. And are other scientists carrying on some experiments? 

Dr. ARNOLD. Yes, sir. The studies in Newburgh are still proceed- 


ind also Evanston 











1632 CHEMICALS IN FOODS AND COSMETICS 

Dr. Mrtuer. Do you know how long before the studies in Newburgh 
will be completed? They set up a 10-year program, did they not? 
I will help you with that. 

Dr. Arnoup. Yes, sir: Mr. Congressman. I do not mind speaking 
of that. We set up a 10-year program in Grand Rapids, sir. 

Dr. Mrtier. Yes. 

Dr. Arnotp. As I began this statement, we did not expect and really 
could not promise anybody any benefits in Grand Rapids until we 
observed a group of children who had erupted their permanent teeth— 
those teeth start coming in at 6 years of age—and who had been ex 
posed to the caries attack forces present in the community 3 then to 
analyze how those teeth would resist caries. 

It is surprising to us to find that we have not had to wait quite that 
long to show very definite beneficial effects. That is something we did 
not expect when we started. 

Dr. Mitier. There are some things yet to be done as far as experi- 
mental work is concerned / 

Dr. Arnotp. There are things to be done, yes sir, and I am sure in 
terms of research there is always research to be done. 

Dr. Mituer. And there are some answers you have not found to 
questions relative to the effect of fluorine upon the span of life, upon 
other functions of the body, metabolic and so forth. 

Dr. Arnovp. I am sure the committee appreciates that the studies 
in Grand Rapids, Newburgh, and so forth, have not proceeded for the 
span of anyone’s life, but we do have data in natural fluoride areas 
where people have lived a complete span of life. 

Dr. Mruter. Do you think that the public interest is best served by 
a more cautious attitude about the use of fluorides in water until we 
complete these experiments / 

Dr. Arnoip. No, sir. I think the public interest is best served defi- 
nitely, Mr. Congressman, by endorsing and having the public start 
putting fluorine in their water supply today, because each year they 
wait there is a new generation of people that are getting less and less 
protection. And the results from Grand Rapids, Newburgh, Evan- 
ston, Brantford, point to that very clearly. 

Dr. Miuier. In your opinion, if you had fluorides in your food, 
would you get about the same result as if you had them in your drink- 
ing water? 

Dr. Arnoip. In my opinion, yes, sir, there is no difference between 
them. 

Dr. Miuuer. No difference whether it is in the drinking water or 
cooked in the food. 

You are familiar with Fluorine in Foods—Survey of Recent Data, 
by F. J. McClure, August 1949, in which he lists several hundred foods, 
outlining the amount of fluorine in these foods. Some of them run 
far over the 1 part per million. 

If you and I had a balanced diet, our food would all contain, T guess, 
pretty close to 1 part or 114 parts per million. That is if we had no 
drinking water at all. 

Are you familiar with this study of Fluorine in Foods? 

Dr. Arnoip. Yes, sir: and Mr. Congressman, I would like to point 
out that unfortunately Dr. McClure is ill today. We had planned to 
have him here. We have a statement from Dr. McClure which Dr. 
Zipkin, his assistant, would be glad to read to you. 
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Dr. Mitier. If you have fluorides in food and start adding more 
in water, what is the danger point’ There are 375 cities somewhere 
with more than they ought to have, and now you are going to put 
fluoride in their water. 

Dr. ARNOLD. No. sir: not where there is more than one part per 
million. 

Dr. Mu LER. Where are we voing to know to stop so you won't have 
mottled teeth? You are talking about putting fluorides in all water of 
the country in your statement. 

Dr. ARNOLD. For the record, sir, it is in all the areas where they do 
not have optimum level. 

Mr. Anerneruy. Would you yield, Dr. Miller? 

Dr. Mitier. Yes. 

Mr. AnerNeruy. You are holding in your hand a pamphlet which 
I assume was issued over the name of a doctor to whom you refer: 
is that correct ? 

Dr. Mu LER. The Federal Security Agency. 

Mr. Apernetuy. And the witness in the well has stated that he has 
a Statement. I wanted to know if there is any difference in the two 
statements—in the one which Dr. Miller holds in his hands, and the 
statement to which you refer. 

Dr. ARNOLD. No, sir. The statement to which I referred was that 
article written by Dr. McClure. 

Mr. Anerneruy. What did you say about it ? 

Dr. Arnotp. Dr. MeClure, I say, has a statement concerning the 
research that has been done on ingestion of fluorides from food, from 
water, and so forth; that if the committee prefers, we would be glad 
to have Dr. MeClure’s statement read. 

Mr. Anernetuy. I came in late and— 

Dr. Arnotp. In order to answer the questions Dr. Miller has 
brought up. 

Mr. Anernetuy. I was detained and came in late. Are you of 
Public Health ? 

Dr. ArNotp. Yes, sir. 

Mr. Anernetuy. I have been here during the testimony offered by 
several] of these doctors. lL have been interested n their testimony. 
One of them was Dr. Alfred Taylor. Do you know of any work 
he has done in this field of expel imental work / 

Dr. Arnotp. Yes, sir. I am not entirely familiar with Dr. Tay- 
lor’s studies. But, again, Mr. Chairman, we have Dr. Forsyth here 
with a statement in that regard. We have Dr. Andervont from the 
National Cancer Institute, who is here to testify and has been down 
in Texas and looked ever Dr. Taylor's work. So ] think he is far 
better qualified to talk on it than I am. 

Mr. _ ae Might I ask this witness a question / 

The Cuarrman. Mr. Horan. 

Mr. Horan. These, Dr. Arnold, are by nature of genera] questions 
I would like to have an answer to 

Now fluoride is not a new chemical by any means. We have years 
of experience in its use on the part of those who mine it. we have 
years of experience on the part of those who have used it experimen- 
tally and commercially in spray dopes. We have years of experience 

its use as a fluoride bath in the development of alumina into 
aluminum. 
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I was trying to get from the witnesses of prior date if any findings 
had been found in those fields. Certainly, if there were any prope: 
suspicion, Public Health would be called in to investigate, I would 
think. 

Do you have any experience as to the effect on the human being 
when he is in direct and continuous and, probably in some cases, 
overwhelming contact with fluorides, either cryolite or in its syntheti: 
form ¢ 

Dr. Arnotp. Mr. Congressman, Mr. Chairman, I would again lik 
to point out, sir, that Dr. Dean, who has more experience in th 
field than anybody I know of in this country, is in the room, has 
studied in cryolite areas. I have been there, too, but I think he 
much better qualified. 

Mr. Horan. That is all I wanted, and I do want that an ope: 
question. 

The Cuarmman. One more question by Dr. Miller. 

Dr. Miuier. Do you not think this committee, who must make son 
recommendations on fluorine, would be wise to say to municipalities 
that contemplate the use of fluorine in their water, that they should 
have all the pros and cons and understand that experiments now it 
progress have not been completed as to what the ultimate effect might 
be upon the human being? Do you not think we ought to be fair’ 
In some places they have more fluorine than they need. 

Dr. Arnotp. Mr. Congressman, I do not think I can quite say “ Yes” 
to your question. I heard Dr. Blayney’s testimony the other day 
I know Dr. Blayney very well and I know his stand. I am sur 
that all communities should be advised and the problem should be 
discussed, and I am sure it has been in any community we have been 
into. I think our Public Health Service is trying to get a program 
going where we would give technical advice to all the communities 

Dr. Minter. I am sure that is true. 

I have one other statement here on the subject of Methods of Re 
moving Fluorides From Water, by F. J. Maier, sanitary engineer, 
Dental Public Health Section, State Relations Division, United States 
Public Health Service, Washington, D. C. Do you know the gentle 
man ‘ 

Dr. Arnoup. Yes, sir. 

Dr. Mriuer. Is he in the room, too? 

Dr. Arnovp. He is also in the room. 

Dr. Mintzer. I am glad to have him here. I would like to ask him 
after a while concerning his summary and conclusions on too much 
fluorides in the water. 

He says in the summary and conclusions of this statement of his: 

More than a million persons in over 500 communities in the United States are 
now using public water supplies containing in excess of 1.5 parts per million 
fluorides. The disfiguring dental condition which is caused by the use of such 
waters for drinking purposes can be prevented in future populations of these 
communities by removing the excess fluorides from the communal water 
supplies. 

He says later: 

Until this information is available, endemic fluorosis will continue to be a 
dental hazard to a large population in many communities in this country. 


Do you think that is a fair statement ? 
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Dr. Arnotp. Yes, sir, Mr. Chairman. I am sure that we are well 

aware of the hazards of excess fluorides. 

Dr. Miriter. What are you doing about trying to remove excess 

fluorides ? 

Dr. Arnoip. I would be very glad to have Mr. Maier or Dr. Knutson 
liscuss that, because that does come under their department, and they 
re working on that development. 

The Cuatrman. Mr. Kleinfeld. call the next witness. 

Mr. Kuernrevp. Dr. Forsyth. 

Phe Cuamman. Dr. Forsyth is recalled. 


TESTIMONY OF BRUCE D. FORSYTH, D. D. S.—Recalled 


Mr. Kueinrecp. First of all; I want to thank you for submitting 

ot of additional data to this committee. Weap) reciate 1t. 

Do vou want to read yout letter to the committee ? 

Dr. Forsyru. First, Mr. Chairman and Mr. Kleinfeld. I would like 
to tell the committee that I appreciate t] e time given to us. I realize 


if Time IS Most ¢ ential to you. Wi had hoped to come up Ww th 


me technical experts tod iv to let them give information to you which 
e feel would be of value to this particular committee. 

| think It might save time if at this time we could have sworn in 
ome of the techn cal experts that are with me so that f you want 
o stop and isk then questions as we vo along. after | have r¢ id the 
etter to the committee, we would be very h ippy todo it. If you pre 
rel to wait, that isent rely up to you. 

Phe CHamMan. Youmay proceed. We will take care of that. 

Dr. Forsyru. Thank you, sir. I would, at the time we refer to 

me of these other w thesses, appreciate it if you would let me 


ive the opportu itv ol telling you some of their qua heations. 
Reading: | 
I am glad to tra ‘ ttached material in compliance wit t request 
Mr. Kleinfeld, chief counsel for vour committee. This material includes the 
pecifie references requested and also supplemental materials whi l believe w 
e helpful to your ¢ tee in its deliberations on the subject of water fluori 
aariol 
The material includes selected list of references and bibliography the 
ects of fluorine on healtl he first six of these refers es are concernes 
h the chemistry of thuorine and its toxicological and physi vical eftects 
ese ure merely representatives rererences Nos. 1 and I example ire 
tbooks on the subject, whereas No. 5 is a review article covering 117 indi 
dual scientific reports relating to the nondental physiological effects of fluo 
e Similarly, No. 6, which is a report of a symposium « fluorine nd dental 
alth, covers several ndred d ffers nt references 
hieference No. 7 is a detailed report of the geographic distribution of cor 
nities in this country ing naturally fluoridated water As pointed out 
pening statement s represents a population of more t n3i ion pe 
‘ rhe next three references, 8 and 10, relate to the amounts of rin 
foods and to studies on the elimination of fluorine by human subjects who in 


vested fluorine from various sources in food and wate1 


rhe seven references, 11 through 17, are individual reports of the controlled 
fluoridation projects under way in this country The first three of these were 
tarted in 1945. References 18 and 19 are selected from the numerous re 


rts of Dr. H. Trendley Dean, and his associates of our National Institutes of 
Health, which pertain to the characteristics and distribution of mottled enamel 
this country. These studies established the minimal threshold of this dental 
condition in relation to the fluorine concentration of the water supply Ref 
erences 20 and 21 are examples of reports of the physiological effects of water 
ne fluorine on humans These two reports are merely representative of the 
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extensive research of Dr. McClure and his associates of our National Institutes 
of Health conducted during the past 20-year period. 

The next three references, 22, 23, and 24, relate to the inhibitory effect of 
fluorine on dental caries, or tooth decay. The first of these, No. 22, is a report 
of a symposium on the subject and, in itself, refers to several hundred in 
dividual studies. The technical aspects of water fluoridation are described 
in reference No, 25. 

It is my impression that the next three references, 26, 27, and 28, will be of 
particular interest to your committee. These three reports relate specifically 
to the false claims that the ingestion of fluorine may increase the incidence of 
cancer. A copy of reference No. 26 is attached. In view of the negative results 
reported in references 27 and 2S and in consideration of the cancer rates shown 
below, there is no justification for asserting that fluoridation presents a public 
health hazard in this regard. 


Cancer morbidity and mortality rates, per 100,000, for cities with varying 
concentrations of fluorides in the public water supplies 


TEXAS 
Mortality 


1948 1949 
Cities having less than I part per million of fluorine: Nacogdoches, Tyler, Abilene, 
ind Stephensville (total population, 105,334 
Cities having 3 to 4.5 parts per million of fluorine: Lamesa, Lubbock, Plainview, | 
and Amarillo (total population, 163,382 


Dr. Mitier. Mr. Chairman, if I might interrupt you, Doctor, you 
are taking that from this report which I presume all the committee 
members have, entitled “Production of Mottled Enamel Halted by a 
Change in Common Water Supply,” which shows the cities and the 


areas that have an excessive amount of fluorine in their water? 
Dr. Forsyru. No, sir. 
Dr. Mititer. Well, it is the same material that you have here. 
Dr. Forsyru. The same cities. 
Dr. Mitter. Same material. 
Dr. Forsyrn (continuing) : 


WISCONSIN 


opulation, 16,550): 0.02 part per million of fluoring 
52,443): 2.6 parts per million of fluorine 


COLORADO—CALIFORNIA 


Morbidity 


yn, 316,124): 1 part per million of fluorine 


wpulation, 1,131,111): less than 0.1 part per million of fluorine 


Dr. Mruer. Are you trying to show that fluorine in water has 
nothing to do with morbidity, or what are you trying to show by these 
figures‘ Because if you are, I must say to you that there are other 
things besides fluorine which have something to do with morbidity. 





@) 
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Dr. Forsyrn. This is with relation to cancer. 

Dr. MrLuer. There are other things that entel into the picture. 

Dr. Forsyru. The first is mortality, this is morbidity. 

Dr. Minter. Do you cover age? Does not age have something to do 
with the morbidity in cancer ? 

Dr. Forsyru. Yes, sir. { Reading: |] 


References 20 to 34 together with McClure’s reports, references 5 and 44 
through 48, relate particularly to the excretion of fluorides by way of the kidneys 
The results of these reports clearly indicated that at least up to 5 parts per 
million of fluorine in the water supply, the kidneys do an excellent job of carry 
ing out their excretory function. The results of these and other studies of this 
nature do not suggest a reasonable basis for assuming that the daily ingestion 
of 1.0 part per million of fluorine in drinking water will induce or aggravate 
kidney diseases In this connection reference 5 is of particular interest, as are 
the mortality data on nephritis shown below 
falii 


fiz mor per 100000 for } Wisconsin cities with varyvis gq concen- 


sof Huorides in public mater supplic x 


Chairman. if ' -of anv further 
ll be very pleased to serve you. 
Phe Coamman. Mr. Kleinfeld. 
Mii KLEINFELD. Doctor. when you first appeare | befor 


ttee a few davs ago, vou referred to testimony by the Sur: 


i of the Health =e Ce Dr. Scheele. hefore t} e Senate 
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mittee on Appropriations on April 24, 1951. At that time you said, 









and you quoted: 





During the past year our studies progressed to the point where we coul 
announce an unqualified endorsement of the fluoridation of public drinking 
water supplies as a mass procedure for reducing tooth decay by two-thirds. 






When was the decision reached that you could unqualifiedly endors: 
the fluoridation of public water as a mass procedure ¢ 

Dr. Forsyru. You mean when was this announcement made? 

Mr. Kuiernretp. When was the decision reached ? 

Dr. Forsyru. I would have to supply that for the record. I could 
not give you the exact date. 

Mr. Kueinrecp. Well, Dr. Scheele said it was during the past year, 
and he said that on April 24, 1951. Would he have said it in Api 
of 19507 

Dr. Forsyrn. As I say—— 

Mr. Kuernrecp. Does anybody know ? 

Dr. Forsyrn. I am not sure of the exact date. 

Mr. Kueinrecp, Approximately. 

Dr. Forsyrn. I don't think anyone here knows the exact date. 

Mr. Kuetnrevp. The approximate date. 

Dr. Forsyru. I do not know I can give you the approximate date, 
but we can supply it for the record for you. 

Mr. Ku INFELD. Well, Dr. Scheele also testified before the subcom 
mittee of the Committee on Appropriations, House of Representa 


tives, Eighty-first Congress, on January 26, 1949, on page 152 of those 


hearings: 
Congressman Keefe asked him: 



















When will the Public Health Service announce the experimentation on 


fluorination of central water supplies and give that information to the wa 






public 1 

Dr. Scheele said this, and I quote: 

That, Mr. Keefe, is something that should be asked of Dr. Dean, because 
is his field. He will be here a little later. We, like all scientists, are conservative, 
and the one thing a scientist always wants to do is to avoid premature claims 
Until we are absolutely certain we do not like to make announcements. While 
we can be enthusiastic about the results so far, the children in the test towns 
quite far enough in their lives to give us the assurance we wa 















have not gone 
before we precipitate large-scale programs of addition of fluoride to public wat 







supplies. 

This was in January 1949. So at that time, sir, Dr. Scheele felt t! 
although you gentlemen could be enthusiastic, the experiments had 1 
gone quite far enough to give assurance that large-scale progral 









should be initiated. 

What occurred between January 26, 1949, and about June of 19 
which is the date you gave us in your original testimony here, when 5 
reached the decision that you could give an unqualified endorseme: 
What additional data received during that vear or year and a |} 
caused this change of position of the Public Health Service ¢ 

Dr. Forsyru. As [ mentioned, Mr. Kleinfeld, each year we go | 
and reexamine a certain number of children in Grand Rapids. | 
of the other studies, I believe, in the United States are doing the 
thing. 

\t that particular time our study had only been running 4 veai 


believe the time that we usually go back is in October. isn’t it ? 
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Dr. Dean. Yes. 

Dr. Forsytu. Steptember and October. 

Then, after the examinations are made and the data is then analyzed, 
then depending upon what comes out of the data depends how your 
opinions change as you go along. So that information was not avatl 
able from our Grand Rapids study at the particular time Dr. Scheele 
testified. It was after that, and that is why opinion was changed. 

Mr. Kuersreip. You got additional data from Grand Rapids ¢ 

Dr Forsytu. We do each year. 

Mr. Ky EINFELD. ‘I hat caused your change of position ¢ 

Dr. Forsyrn. Yes, sir. 

Mr. Kuernretp. What information did you receive from Gra idl 
Rapids that caused you to change froma somewhat qualified endor ec 
ment to a categorical unqualified endorsement? What specific data, 
or information, did you get from Grand Rapids ¢ 

Dr. Forsytu. Since Ll am an administrator and not a research 
vorker, and since Dr. Dea I. who is directly ncharvge of our progratn, 
s here, I think that question should be asked of Dr. Dean. 

Mr. KuemNrecp. We will take it from any gentleman here. 

Dr. Dean. I have not been sworn. 

Phe CHarmMaANn. Give your name and address. 

Dr. Dran. H. Trendley Dean, National Institutes of Health, 
Bethesda, Md. 

The oath was administered by the chairman. ) 

Dr. Forsyru. Mr. Chairman, before Dr. Dean starts to testify, with 
your permission, I would briefly like to tell you that Dr. Dean joined 
the Public Health Service in 191. 

He was first detailed to the National Institutes of Health im 193 
He has published over of arti les in scientific, dental, med cal, and 
public health and engineering journals. 

He has contributed chapters to six different books 

He has been awarded the (rorgas Award of the Assor lation of 
Military Surgery in 1949; the John M. Goodell Prize, American 
Water Works Association, in 1950; the Jarvis Medal of the Dental 
society of the State of New York in 1951. 

Dr. Dean is one of the leading authorities in the world on fluor) 
dat Ol of COMMU il watel I pplies al cl the relatiol ot fluorine to 
water. 


1 
I 


Mr. KLEINFELD. I would like to sav I do not think there is any 
juestion about Dr. Dea being one of the leading authorities in this 
held. 


TESTIMONY OF H. TRENDLEY DEAN, D. D.S., NATIONAL INSTITUTES 
OF HEALTH, BETHESDA, MD. 


Dr. Dy AN, | would Say. Mr. Kleinfeld, we got the fil al ey cl nee on 


6-vear-olds. In early times you had 3 years of exposure, then you 
id 4. and then the evidence of 5 to 6 years’ exposure, al da large 
uple of four or five hundred 6-year-olds showing quite a marked 


rop, around bo percelht, oo percent at that time, and 609 percent 
ow, and then that you did have final evidence of a group that largely 


leified their teeth on this fluoride water. Bi fore that there was an 
verriding of that time interval. 
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Mr. Kiervrecp. Dr. Dean, when you say “final evidence,” is what 
you are referring to as additional evidence the fact that the reduction 
in the incidence of dental caries was now 65 percent ‘ 

Dr. Dean. This is 65 percent in the 6-year-olds on 1951 data. 

Mr. Kuernretp. That is the evidence that occurred between these 
two dates, which caused the Public Health Service to make this un- 
qualified endorsement, is that correct? 

Dr. Dean. Yes. This is the first year that we have a whole crop 
of certain specific age moving in that calcified teeth on this water. 

Mr. Kiernrecp. How long had the Grand Rapids experiment been 
carried on at that time ? 

Dr. Dean. It started fluoridation on January 25, 1945. 

Mr. Kuiervrevp. Did you receive any similar data from any of the 
other cities at which similar experiments were being conducted ¢ 

Dr. Dean. I think from a scientific standpoint, Mr. Kleinfeld, that 
is the soundest evidence that we have: That here are four or five 
wholly independent studies—Newburgh, N. Y.; Brantford, Ontario; 
Sheboygan, Wis.; Grand Rapids; Marshall, Tex. No one person con- 
nected with one of those studies has any connection with the other 
studies—everyone coming out alike. 

Mr. Kurinreip. What I mean is, did you get similar statistics from 
the others? What did Newburgh show ¢ 

Dr. Dean. They are running along a comparable figure. 

Mr. Kieixrenp. Sixty-five percent ‘ 

Dr. Dean. I wouldn't say around 65. 

Dr. Arnoup. Fifty-five to sixty-five / 

Mr. Kurinrecp. Fifty-five to sixty-five ? 

Dr. Arnotp. That is right. 

Mr. Kueinrecp. In what age groups? 

Dr. Dean. Six-vear-olds. With each suecessive passage of time over 

vear rnters il, then the next age group showed a drop down. 

Mr. Kurinrecp. How about the other cities—did they give you 
similar statistics / 

Dr. Dean. Going along quite comparable. 

Mr. Kurtnrecp. Have reports been showing a 65 pereent reduction ? 

Dr. Dean. I would have to look up the reports to make a specific 
statement as to that number. 

Mr. Ky LINFELD. For example, Dr. Blayney, who testified here. IS 

ondueting the Evanston experiment, 

Dr. Dean. Right. 

Mr. Kurinrecp. He testified they are getting much less than 65 
percent reduction. 

Dr. Drax. Yes, but he did not start until 2 years after we did. 
Wher his stucly has two more years added to it he should have about 
the same results we do. 

Mr. Kuerxrecp. So that this change in position in about a year, 
ora vear and a half. was caused by what you helieve to be proof that 
the reduction in the incidence of dental caries is now 69 rather than 
to) or 40 percent: is that correct / 

Dr. Dean. Yes. 

Mr. Kurinrecp. When these experiments were begun and carried 
on, was it determined that children of various ages, as well as adults 
of various ages, should be medically examined periodically to de 
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termine whether or not possible harmful or deleterious effects were 
occurring ¢ 

Dr. Dean. New York State conducted a number of medical examina 
tions, but in our field studies we worked in fluoride areas in studying 
people. We did not see any particular need In studying Grand Rapids 
when you had three or four million people already using fluoride 
waters. 

Mr. K LEINFELD. Well. answer my question directly, sir. These ex- 
periments were set up to watch the reduction, if any, of incidence of 
dental caries and that is all? 

Dr. Dean. We ran urinary studies, bacteriological studies, and 
studies of that nature. 

Mr. Kueinrevp. I want to get this straight. I think IT am trying to 
put my question understandably. If not, I will rephase it. 

Dr. Forsyru. Maybe I can help you there. 

Mr. Kuerreip. Let me finish my question, sir. I will give you all 
the time you want. 

When these experiments were set up, let’s Say Grand Rapids or 
Evanston or Newburgh. N. Y.. was it explained spe ically at the 

me these projects were set up that apart from wate hing the redue 
tion of the iInciden eo dei tal caries, re cular periodic medical CXaMmina 
tions on children and other groups of the population wouid be made? 

Dr. ly AN. Newburgh. N. Y.. did. 

Mr. Kurinretp. Now the report th: have examined from New 
burgh il clicates they make only peal eXahniinatiol on chi 
Is that incorrect / 

Dr. Dean. I thought they were also studving older people. I know 


ley are maki ~ complete pediatric examinations, for example. 

Mr. Kuvinrevp. Tsay t le report wh h LThave or ly refet ed 
examinations. 

Dr. Dean. I would | 

Mr. Kurinrenp. So ag 


tO ¢ ndorse wna 


whi h ao not 


water, that 


Dr. Dran, 
mavbe 
Mir. Kurrvrewp. 7 


qual hedly this progral 


ental work connected with medical aspect the prog 
Dr. 1) AN. No: we had done that before. 
Mr. Kueinretp. Where did you do that before 
Dr. Dean. A study down at Bartlett 
ol fluoride concentration S. »clid the 
Mr. Kurervrecp. But vou did not condu 
rk in any caties whose water was being 
Dr. Dean. No: we haven't. ex ept 
» felt we had done that work before. 
Mr. Kueinreip. In areas which have naturally fluori 
Dr. Dean. Yes. 
Mr. Kueinretp. Tell me. Doctor. as I understand vour test 
ou are not will Y to depend on the statistics from these naturally 


E6568 Wu nt . 
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fluoridated water areas for your figures on the reduction in the inci 
dence of dental caries; is that right ? 

Dr. Dean. That is what we postulated this whole Grand Rapid 
study on—the fact that vou did see this reduction in a natural fluoride 
area. 

Mr. Kvernreip. But you wanted to find out in an artificial fluorida 
tion program just what the reduction incidence would be; is that 
correct ¢ 

Dr. Dean. What it ended up, Mr. Kleinfeld. In the 21 cities, we 
saw this diffe ‘rence of three to one het ween fluoride and fluoride-free 
populations. We set up a hypothesis, a dental caries fluorine hypoth 
esis, and obviously the next step in scientific procedure would be t 
subject this hypothesis to experimental verification by adding fluorid 
to a fluoride-free water, and it is purely experimental verification o! 
the hy pothesis. 

Mr. Kieinrevp. Isee. You wanted to get experimental verificatio: 
of one or two things. Did you want to get experimental verification 
of the reduction of meidence in dental caries, or did you want to get 
experimental verification of the fact that as far as you knew fron 
your hypothesis no adverse physiological or medical consequences ha 
ensued ¢ 

Dr. Dean. No: we were interested in observing whether or not we 
would get a reduction in dental caries, because we can see no differ 
ence between a fluoride ion in a natural water supply and one that 
added. 

Mr. Kirinreto. Dr. Forsyth, in your letter which you read to th: 
committee, you refer on page 1 to three references—8, 9, and 10- 
which relate to the amount of fluorine in foods and to studies o7 
the elimin ation of fluorine by human subjects who ingested variou 
quantities of fluorine from food and water sources. Will you please 
explain to the committee just what those reports demonstrated ? 

Dr. Forsyru. Mr. Chairman, I do not have those references wit! 
me, sir— - 

Mr. Kie1nrevp. I will give them to you. 

Dr. Forsyru. Just a minute, Mr. Kleinfeld, please. We had asked 
Dr. McClure, who has done considerable research, as you know, since 
1931 on fluorine. He is a graduate student from the University of 
Lllinois, where he received his Ph. 1). under Dr. Mitchell in 1956. He 
joined our staff of the National Institutes of Health and continued 
research on fluorine and dental health problems ever since then. 

Now Dr. McClure, as you know, is sick today and could not be here 
but Dr. Zipkin, who is one of his associates at the National Institute o! 
Dental Research, is in the room, and I would very much like to as! 
him to be sworn at this time and answer your questions in connectio! 
with this reference. He is the technical expert in this field. Iam not 
qualified to answer your question in reference to this particular stat: 
ment. 

Mr. Kuernreip. Did you want this other gentleman to answer t!] 
question / 

Dr. Forsyru. Yes. 

Mr. Kurinrecp. Mr. Chairman, we might do so. 
The CrarmMan. All right. 

Dr. Forsyru. [might give his qualifications. 
Mr. Kurinrecp. We know his qualifications. 
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The Cuairman. Give the reporter your name and address. 

Dr. Zirkin. Dr. Isadore Zipkin, National Institutes of Health, 
Bethesda, Md. 

The oath was administered by the Chairman. ) 

Phe Ciuamman. Answer the question. 


TESTIMONY OF ISADORE ZIPKIN, PH. D., NATIONAL INSTITUTES 
OF HEALTH, BETHESDA, MD. 


Mr. Kurinrevp. First, are you a medical doctor / 
Dr. Zipkin. No; Lam not. Lama Ph. D. in biochemistry. 

Mr. Kurtnrevp. Did you hear the question I asked Dr. Forsyth ? 

Dr. ZirkKin. Yes, sir. 

Mr. Kueinrecp. Please answer it. 

Dr. Zrekin. I have a statement here from Dr. MeClure in which 
the ans er te your quest Ol. | belleve, ~ NCOrpol ited. 

Phe Cuarmaan. Are you able to answer the question ? 

Dr. Ziexr~. Would you please restate that question ? 

Mr. Kurinrevp. Dr. Forsyth, in his letter to the committee which 
he just read, referred to three references—, 9, and 10 
the amount of fluorine in 
fluorine by humar 


- which relate to 
food and to stuclies on the elimination of 
subjects who ingested various quantities of fluorine 
from food and water sources. 

I asked him to explan just what those references were intended to 
demonstrate. 

Dr. Zirkin. ‘The work done at Illinois with the cons 
tors who received fluorides indicates 

Mr. Kuernrevp. | am sorry. Doctor 
ences to which l am referring ?¢ 

Dr. Ziexryn. I don’t have them at hand. 

Mr. Kueinre cp. Let me read them to you. No.8 is:“MeClure, F. J: 
Fluorine in Foods, Public Health Report 64: 1061, August 26, 1949.” 

Dr. ZipKin. Lam aware of it. 

Mr. Kueinrevtp. No. 9 is: “McClure, F. J.. et al. Balances of Fluo- 
rine Ingested Ir re lit Various sources 1n Food and Water by Five 
Young Men. Journal Industrial Hy 
June, 1945.” 

Dr. Zrekin. Yes. 

Mr. Kueinrecp. The third one, No. 10, is:“*Machle, W. and Largent, 
KE. J. Absorption and Excretion of Fluorides. Part IL: The Metab 
olism ot High Levels of Intake. Journal Industria] Hygiene and 
loxicology, 25 112, 1943.” 

Dr, ZreKIN. | beheve | ky Ow those refi rences, 


‘ 


e@hnvclous ob}t 


Do you ky ow t] e three reter 


miene in Toxicology, 27: 159. 


Mr. Kixinrevp. All right, what are they supposed to demonstrate? 
Dr. Zirkin. The reference in foods, I believe, is more a compila 
hol I believe Dr. Miller has that reference there compl ition of 

the fluoride content of the foods. Is that correct ¢ ; 
| 


| believe he indicates there that the normal diets as consumed by 


e oreatest mayo tv of people contan in the orde1 of three tenths or 
wo-tenths million ns of fluoride. If ve assume or, as ins hes stated 
my Dr. Mae lure. that ma Vi lunls wil] consume roughthy ry Ter 
fr water or 1200 tH entimeters, perhaps, they will eet about 1 
are | , ' 
imoeranm ¢ a } =o fT il a ore ( 
{ | >! 
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fluoride that would be consumed in water containing a part per 
million. 

As for his study at Illinois, he states in his conclusions and through- 
out the paper, I believe, that approximately 90 percent of the fluoride 
ingested by these five subjects was excreted in the urine. 

Mr. Kuernrevp. Five subjects ¢ 

Dr. Zirxin. Five subjects, I believe. 

Mr. Kiernrevp. Young men ¢ 

Dr. Zirkin. Young men. 

Mr. Kuernrevp. Can you draw any conclusions from such a study ¢ 

Mr. Zirxry. The conclusions in the study point to the fact that in 
the neighborhood of up to 4 parts per million, about 90 percent of 
the fluoride is excreted, thus representing a small retention of under 
10 percent. 

Mr. Kuervrecp. Would you say that such figures are statistically 
valid / ° 

Dr. Zirkin. On a basis of those subjects, they are valid. 

Mr. Kurinrevp. On five young men. Would they be valid with 
respect to five old men ¢ 

Dr. Zirkin. Well, that study, of course, has not been done, and it is 
not scientifically proper, perhaps, to transpose information taken at 
one level to information taken at another level. 

Mr. Kieinretp. What about No. 10, the report by Machle and Lar- 
gent—did that involve chronic or acute studies ¢ 

Dr. ZIPKIN. I beheve those are acute stuclies. 

Mr. Kueinrevp. Of course, what we are discussing here, Doctor, is 
primarily chronic studies, so there is no particular point in spending 
more time on those references. | do not think anvbody is contending 
that any body is golng to drop dead from this stutf. We are trying to 
find out if you have information on chronic studies. I do not think 
these references, 5, 9, and 10, are particularly pertinent. 

Dr. Miter. Doctor, did I understand you to say that you thought 
the five studies were sufficient to form an opinion that would be cor 
clusive ¢ 

Dr. Zirktn. I think the investigation of Dr. McClure is a very accu- 
rately controlled study, and 1 believe one of the best studies in that 
tield, thd Wwe veleve the conclusions from the data obtained there are 
val cl. 

Dr. Mitier. Doctor, as a sworn witness here and as a scientist, who, 
I presume, carries on studies of this type, do you recommend that 
findings on just five completed studies is enough and should be accepted 
by sclentists and by the publie ¢ (re vou say ing that to this committee, 
that you are going to accept the stucies of five as being conclusive and 
final, and that recommendations can be made on the basis of what you 
found in five individuals / 

Dr. Zirkin. What we can say, I think, on the basis of this study, is 
that in this study here for these young people, the data indicates. As 
you perhaps realize, ho data is entirely conclusive, and ho data can 
be transposed from one situation to another situation. We do a par 
ticular type of experiment. And we believe that in this ease on these 
five voung men. We believe the data as we find it because we feel the 
expel iment is adequately controlled. 
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As far as transposing this data to all young men, we say that we 
believe it indicates in people of this age group that we do have upwards 
of 90 percent excretion of intake of 4to 5 parts per million. 

Now if that study is contested, if people do not believe it, they will 
have to take 20 individuals or 25 individuals. But our data indicates 
that this is probably a valid conclusion on the basis of the evidence 
that we have. 

Dr. Miiuer. On the basis of the evidence that you have, you think 
vou have carried it to a point where it is sufficient evidence to report 
to the scientific world that here are five cases; this is what we found; 
so this is the answer ? 

Dr. Zrek1n. This is what our data indicates. I do not think in any 
scientific conclusion vou can make the categorical statement, “This is 
universal dogma.” I think our data points to the fact that this is 
probably a valid conclusion. 

The Cuatrman. Mr. Kleinfeld. 

Mr. Kiernrevp. Dr. Forsyth, I would like to go to references 18 and 
19 on page | of your letter. You Say they are selected from the numer- 
ous reports of Dr. H. Trendley Dean and his associates of the Nat ional 
Institutes of Health which pertain to the characteristics and distribu- 
tion of mottled enamel in this country. 

I think we ought to discuss that just a little bit. There are various 
classifications of mottled enamel, are there not? 

Dr. Forsyru. Yes. 

Mr. Kiermreip. For example, in a book I have here entitled “Fluo- 
ril e and Dental Health.” a publication of the Amer! ‘an Association 
for the Advancement of Science, No. 19, publication committee, H. 
Trendley Dean and Paul C. Kitchin, page 26 is part of an article writ- 
tel by Dr. Dean. 

Are you familiar with the definitions that appear on page 26 of that 
publication ¢ 

Let me read them to you. 

“Very mild” is defined as— 
small, opaque, paper white areas scattered irregularly over the tooth but not 
nvolving as much as approximately 25 percent of the tooth surface. Frequently 
included in this classification are teeth showing no more than about 1-2 milli- 
meters of white opacity at the tip of the summit cusps of the bicuspids or 
second molars, 


“Mild” is defined as— 


the white opaque areas in the enamel of the teeth are more extensive but do not 
involve as much as 50 percent of the tooth. 


“Moderate” is defined as— 


ll enamel surfaces of the teeth are affected, and surfaces subject to attrition 
ww marked wea! Brown stain is frequently a disfiguring feature 


“Severe” is defined as— 


cludes teeth formerly classified as “moderately severe” and “severe.” All 
mel surfaces are affected and hypoplasia is so marked that the general form 
the tooth may be affected The major diagnostic sign of this classification 
the discrete or confluent pitting Brown stains are widespread and teeth 


present a corroded-like appearance 


\re you familiar with those definitions, Dr. Forsyth ? 
Dr. Forsyru. Yes, 1 am. 
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Mr. Kurinrecp. I have here a publication, reprint No. 1678 from 
Public Health Reports: Mottled Enamel in Texas, United States 
Government Printing Office, which contains on page 2 pictures of 
teeth in these classifications. I would like to show you this and ask 
you whether that is accurate as far as you know. [Handing 
document. | 

Dr. Forsyru. Again, sir, | would like to refer this question to Dr. 
Dean, who has done extensive work in this field and who also has a 
classification of mottled enamel, as you know. 

1 would like to ask him that question. 

Mr. Kuernrevp. Fine. 

Dr. Dean. These, of course, are not actual cases, as you know. Thi: 
was developed. 

The Cuamman. What was that, Doctor? 

Dr. Dean. These are not actual cases, Mr. Chairman. These pi 
tures were developed. The first couple of years we started the study 
these pictures were developed, and they are artist’s conception. We 
tried to get the pictures here and there and get the artist to paint 
them in colors so we could show people for an exhibit. But as time 
rolled on, and we had ample materials to classify, then we started 
using pictures of actual cases like in that article there [ indicating}. 
But this is purely a medical artist’s concept. 

Mr. Kueinretp. At the time that book was published, did you be 
lieve those pictures to be accurate ¢ 

Dr. Dean. That is a close approximation of the wide range from 
part and a half per million up to 14 parts per million. 

Mr. Kurineeip. Have you changed your opinion on that since then ‘ 

Dr. Dean. Well, I have changed this much: I have gone from thes 
paintings to actual photographs of cases in endemic areas, which you 
see in that article there. I think the natural picture is much mor 
effective than an artist’s concept of it. 

Mr. Kvervre.p. I am trying to get it straight, Doctor. Is that o1 
is that not an accurate representation of the actual situation as fa 
as mottled teeth are concerned ¢ P 

We read your classification, Dr. Dean, you see, and then this publi 
cation, too, was offered in part, at least, by you, sir, and this publi 
cation contains these pictures. What I am trying to find out is whet! 
er these pictures are accurate representations or not. 

Dr. Dean. Those pictures were designed to try to depict the var 
ous grades of fluorosis when we did not have the experience and thie 
actual pictures as of that time. I did that in the 1934 survey in west 
Texas. 

Mr. Kuervrevp. And you believe at this time that they do or do not 
represent—— 

Dr. Dean. I would not use an artist’s concept of anything if I could 
get a true photograph of a pathological condition. 

Mr. Kiernrecp. Were not true photographs available at the tim 
this publication was issued ? 

Dr. Dean. Not a complete range. We had not gotten into tli 
intermediate. 

Mr. Kuierre.p. I thought there were areas where mottling had 
appeared for 50 or 60 years; for example, Colorado Springs. 
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Dr. Dean. That is right, and we surveyed up to that time. I 
started in 1931 and went on up to 1938 in surveying mottled enamel; 
Texas was the first big place we did in 1934. 

Dr. Miter. I would like to ask a question. Would you, then, say 
that the artist’s conception here is the proper presentation to the 
public as to what mottling is or not ? 

Dr. Dean. I would say it is somewhat of an exaggerated condition 

, order to depict these different points. 

Dr. Mitxer. In other words, you were not at that time honestly pre- 
senting to the public what mottled teeth were really like. 

Dr. Dean. Inasmuch as we knew it at that time. 

Dr. Miuier. It looks pretty bad. I guess that would scare most any 
mother if they looked at. it. 

Dr. Dean. When you get up to very high amounts, Dr. Miller, they 
ire really shot to p eces, I have some pictures here f you would like 
to see them. 

Dr. Mrtter. Oh, Doctor, I wish you Public Health people would 
vet dow nto facts. I was public health director at one time, you know, 
nd I know how we like to sort of overemphasize certain things to 
make our point. I was guilty of doing that when I was public health 
director in Nebraska, and we had some interesting things occur. But 
since I have gotten away from it I have sort of had a little different 
philosophy. 

It rather shocks me now to know what the public health is trying 
to get A. L. Miller to do to his people in Nebraska, and thank God 
the people out there can think for themselves and did not accept all 
the stuff that someone was trying to push down their necks at that 
time, including my self, because | thought maybe there was something 
to it. Because I saw pictures like that, I thought, “My God, it is 
iwful. We've got to do something about that.” 

Well. I will take that out of the record. But it did frighten even 
me just a little, and this frightens me just a little when the public 
health people vo so far as to mislead and distort a national condition 
| order to put over an objective they might have in mind. 

It is not your fault. Iam not blaming you. But it is a philosophy 
hat orew up in public health agencies, 

That is all. 

Mr. Kiernretp. Dr. Forsyth, it is our understanding that in April 
Ol May of this year the « ity of Washington is roing to fluoridate its 
public drinking water; is that correct ? 

Dr. Forsyru. That is my understanding. 

Mr. KiLEINFELD. How much are they voing to add in the way of 
fluorine ? 

Dr. Forsyru. I believe the amount is up to 1 part of fluorine per 
million parts of water. 

Mr. Kuersrecp. How was that figure arrived at? 

Dr. Forsyru. I do not believe I can answer that question. 

Mr. Kuerrevp. Is there anybody else who can? 

Dr. Forsyru. Dr. Dean? 

Dr. Dean. That figure was arrived at on the basis of the study of 

e 21 cities and the earlier mottled enamel studies of what level of 
uoride would give a marked protection against development of dental 
iries and still be low enough as not to develop any objectionable 
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fluorosis. That is the result of plotting a curve on the 21 cities that 
hit about 1 part per million. 

Mr. Kuiernrevp. Is that the amount which is recommended by the 
Public Health Service to the District of Columbia ? 

Dr. Dean. I think that is the amount so far as I know. 

Mr. Kuierrevp. It is your opinion that no objectionable fluorosis 
will result by using that amount; is that right ¢ 

Dr. Dean. None will develop at 1 part per million. 

Mr. Kuermrecp. Dr. Forsyth, | have here Reprint No. 1721 from 
the Public Health Reports by H. Trendley Dean and Elias Elvove of 
the United States Public Health Service, entitled “Studies on the 
Minimal Threshold of the Dental Signs of Chronic Endemic Fluorosis 
(Mottled Enamel) ,” put out by the United States Government Print 
ing Office in 1936. 

I would like to get your opinion on the following paragraph : 

For public-health purposes we have arbitrarily defined the minimal threshola 
of fluoride concentration in a domestic water supply as the highest concentra- 
tion of fluoride incapable of producing a definite degree of mottled enamel in as 
much as 10 percent of the group examined. 

Is it true that under that definition, in calculating your fluorosis 
index, communities having fluoridated water which show less than 10 
percent of the persons having any degree of mottled enamel are classi- 


fied as a negative fluorosis area / 

Dr. Forsyru. I believe that question should be directed to Dr, Dean. 
He is the author of that article. 

Mr. Kurinrexp. Is that true, Dr. Dean ? 

Dr. Dean. At that time—we have to go back in time—we were 
studying mottled enamel, and we were setting up a level past which 


we did not have to go so far as to cut down the cost of defluoridation. 

Mr. Kuernreicp. What was that level ? 

Dr. Dean. Approximately 1 part per million. 

Mr. Kiernrevp. I mean what percentage of the population ? 

Dr. Dean. We were working on, I think, 10 percent is what we said 
there. Since then, in the light of increased information and increased 
observation, I have gone away from that percentage and went into a 
weighted-average index in that article that you read from the Triple 
AS. The index, I think, covers the picture better. 

Mr. Kureinreip. What conclusions have you come to now? What 
percentage do you feel should be ignored, if any, in determining 
whether mottling will be substantial enough to be considered ? 

Dr. Dean. I would certainly ignore anything up to 15 percent, when 
you understand how the 15 percent is calculated. That may be a 
slightest little white fleck on a cusp of a back tooth. Maybe 2 out of 
24, 25 teeth in the child. You can classify that as “very mild” or 
throw that into “negative.” If you want to be ultraconservative and 
call that slightest fleck fluorosis, you can go on a 15 percent. Nobody 
sees it or knows it. 

Mr. Kiernrevp. Go up to 15 percent; is that right ? 

Dr. Dean. Yes. There is no brown stain or dull white opacity of 
the tooth. 

Mr. Kuiretnrevp. Does the 15 percent include the category of “ques 
tionable” ¢ 

Dr. Dean. No. 
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Mr. Kietnrevp. So that besides the 15 percent you may have an- 
other additional percentage of people or children hav ing some degree 
of fluorosis who are not included in the 15 percent; is that right ‘ 

Dr. Dean. Well, questionable is so very slight you don’t know 
exactly what it is. You rot to get a mirror and OL to balance your 
licht three or four ways around the | Ip of the tooth. You don't know 
what it Is. 

Mr. Kiermreip. In your statistics, the classification “questionable” 
is included with the normal rather than people suffering from 
fluorosis / 

Mr. Dean. Right; because if you only got one tooth with the slight 
est fleck on it, you will throw it in the “questionable.” And you find 
that in nonfluoride areas, you know. 

Mr. K LEINFELD. Isnt it a fact, Doctor, that any degree of fluorosis 
of the teeth caused by fluorn e or fluor de ims an abne rmal t\ ( 

Dr. Dean. It is possibly a slight change in calcification. 

Mr. Kurrrevp. Isn’t that an abnormality. 

Dr. D1 AN. Yes. It is al very food abnormality. 

Mr. Kuemrevp. From the viewpoint of reduced dental caries? 

Dr. Dean. Yes. 

Mr. Ku INFELD, If the city of Washington woes ahead with its pro- 
oTam, from what you say, the committee must understand that ap 
proximately 15 percent of the population, without including the 
“questionable” category, W ill be suffering from some degree of mottled 
teeth. 

Dr. Dean. No, sir: not mottled teeth. I would say that very slight 
fle ks, maybe one or two millimeters on a molar or bicuspid tooth. 
What we talk about mottled enamel, let’s cet into something aest heti 
( ally undesirable al cl observable to people. 

Mr. Kiemreip. Let me ask you this, Dr. Dean: Are you in a posi- 
tion to tell this committee now that if the fluoridation program of the 
District of Columbia is put into effect, no children will suffer from 
mottling of teeth which will be observable ¢ 

Mr. Anerneruy. Why confine it tothe District of Columbia? Why 
not just say any section / 

Mr. Kiemnreip. Any section ? 

Dr. Dran. On the basis of the epidemiological ey idence, ves, they 
will not have objectionable mottled enamel at 1 part per million. 

Mr. KLEINFELD. Will any of these children have mottled teeth 
which can be noticed / 

Dr. Dean. Not on the basis of our observation of over 7.200 chil 
dren in the 21 cities over the range of different concentrations. You 
are not going to see any objectionable mottled enamel at 1 part per 
million. 

Mr. Kiernrerp. Who decides what is objectionable, Doctor / 

Dr. Dean. Well, I would say if it attracts attention, if you develop 
a brown stain or something of that nature. 

Dr. Minter. What would be an undesirable degree of fluorosis, in 
your opinion / 

Dr. Dean. In my opinion, anything that attracts attention. If 
they have a dull white opaque chalky tooth instead of a translucent 
tooth, that is objectionable. If they pick up any brown stain, that is 
objectionable. Anything that would be of a noticeable nature. 
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Mr. Kuerrevp. If a child had white spots on the front or side 
teeth, would that in your opinion be objectionable? 

Dr. Dean. How large? 

Mr. Kuervrevp. Pardon me? 

Dr. Dean. How large? 

Mr. Kieinreip. Small. 

Dr. Dean. The whole tooth or just something the size of the head 
of a pin? 

Mr. Kiernrevp. Let’s take all the categories of size—the head of a 
pin, the whole tooth, the half tooth, a quarter tooth. 

Dr. Dean. Take for instance a very small pinhead type of white 
opacity. You can go through Washington or any other city now 
where you have not got fluorine and find defective calcified spots. 

Mr. Horan. Id like to ask a question there, Mr. Chairman. 

The Cuamman. Mr. Horan. 

Mr. Horan. How would you tell whether something undesirable in 
the teeth was caused by fluorine or by some other substance present 
in the water? 

Dr. Dean. I think fluorine is the only thing that causes a change— 
fluorine in the water is the only water-borne condition that will cause 
it. But now there are a lot of other conditions that may simulate 
fluorine in the advanced stages of hypoplasia. 

Mr. Horan. That is my reason for asking that question. We do 
know, do we not, from past experience and investigations that the 
absence of certain minerals in water will produce hairless pigs and 
lead to a whole community having poor teeth? Iron in the water 
will do the same thing. 

Dr. Dean. Particularly cistern water supplies will result in very, 
very defective decayed teeth. And you can have other youth ab- 
normalities, or. say, childhood fevers. If they occur at the time the 
tooth is caleifying, you will have very marked hypoplasia, defective 
structure. as bad as this severe mottled enamel we are looking at, and 
not caused by fluorine at all. 

Mr. Horan. In fact, some communities add iodine to the water, 
a they not / 

Dr. Dean. They did for a while, but that has been pretty much sup- 
planted by adding iodine to salt. 

Mr. Kueryrerp. Then, Doctor, as T understand you, it is the firm, 
definite, Hing ialified opinion of the Public Health Service that the 
fluoridation program of Washington, D. C., and other cities, will result 
in no children whatever suffering from, let’s say, mild or very mild 
mottiing of the front teeth 7 

Dr. Dean. I would not expect any from the category of mild on 
up to severe. 

Mr. Kieryreip. Would you expect any very mild? 

Dr. Dean. Occasionally. Now you understand what T mean by 
very mild—1 or 2 millimeters, maybe, on the tip of a cusp, particularly 
on a back tooth. 

Mr. Kuernrerp. And you feel that no adverse consequences of that 
sort will occur to any children no matter what their nutritional status 
is, no matter what any other variables may be present ? 

Dr. Dean. No. I think over the group that vou would have that 
picture as I stated. 
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Mr. Kuernrecp. You may have some with some spots on their teeth, 
may you not‘ 

Dr. Dean. I want to reiterate, small white flecks, particularly on 
the back teeth and very small. 

Mr. Kuemnreip. Well, the very mild category as you have in here is— 


small opaque paper white areas scattered irregularly over the tooth but not 
nvolving as much as approximately 25 percent of the tooth’s surface, 

Now would you say that in such a program as is being contemplated 
ere no children would have very mild mottling such as you defined 
here ¢ , 

Dr. Dean. Well. you have got to break some place LOO percent, 


) percent, 25 percent. Now that 25 percent. you can have one with 
ess, With only 2 or 3 percent of the tooth surface. 

Mr. Kieinreip. Yes 

Dr. Dean. That thrown in very mild. 

Mr. Kurinrerp. You can get unde your definition as much as 25 
percent / 


Dr. Dean. Sure. but I got to use that classification. got to 


ise up to & ae: =o I have to leave a leeway of 25, 50, 100 percent. 
Because if you are voing through a range from Zero up to OHors parts 
per million -| used that classific ation a lot around 1.8. but whe} vet 


ting into 1.9 parts per million, you get around 25 percent of the tooth 


r 
surface 


Mr. Kurtmnrecp. T am not sure whether we are talking about que 
onable o1 very Ih ld 
Dr. Di aN. You asked me about very mild. 

Mr. KLEINFELD. You think that no children in these areas wh } 
ire now contemplating fluoridating their water supplies would suffer 
from very mild fluoro is defin d by you 1 this hook 

lr. 1) AN. You i] mvea f¢ Ww cases of verv m ld f] MOSIS, Ves. 

Mr. KLEINFELD, But you are not voll g to get up to mild and you 
re TO ome to see it the 1 t te 

1) DD N I tl } ned 16 )teeth at Auror [i]. 

a there only 0.4 of 1 percent of thos eth where it 

the f nd that wa ry ill wi fleck 

Mr. Kurinrecp. \V Dr. Dean, or Dr. I I have a bookl 
ere, & pamphiet Dental Effects of Exposure to Fluor 
Tone ne Dakot ris a ( e W iters al \ LrTIouUus \ges and { r Val Ous 
Lenoths of | a." 2 9 Russell, D. D. - M. P. H.. South Dakota 
State Department of H th, Pierre, S. Dak.. reprinted from the 
Journal of Dental Research. volume 2S. No. 6. December 1949. \ 


ou familiar with that ¢ 
Dr. Dean. Yes, roi ive read it. 
Mr. Kurimrevp. Well, here is what the first paragraph 


17 . 
mamphiet Says: 


The first report in this series described the examination of 2.140 white 
entary- and high-school! children of Mitchell, S. Dak., a city of 11,000 people 
» accidentally fluorinated its water supply for a period of 18 months sub 
quent to August of 1955 Of S73 children with continuous residence, 339 
tween the ages of 11 and 15 vears had been exposed to a mean level of about 


15 parts per million of fluorides at some time prior to the eruption of their 


st permanent molars. No caries-inhibitory effect could be 


tit demonstrated in 
ese children at the time of examination, about 10 years after Mitchell reverted 
i low-fluoride water, though about S percent of them exhibited mild or very 
d dental fluorosis 


} 
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How would you explain that, Doctor—S8 percent exhibited mild 
fluorosis, which is pretty serious; is it not ? 

Dr. Dean. No: I don’t think mild is serious, but I wouldn’t want it. 
I don’t consider it serious. 

Mr. Kurenrevp. You do not think children would want mildly 
mottled teeth as shown in these pictures, do you / 

Dr. Dean. | wouldn't consider mild in the category of the attention- 
attracting type of mottled enamel. But we certainly don’t want any 
mild when we are talking about fluoridation. We don’t want to go 
that high and don’t have to go that high. 

Mr. Kuemrecp. You would not want to recommend a fluoridation 
program which caused mild or very mild mottling in 8 percent of the 
children ? 

Dr. Dean. I don’t want to recommend any fluoridation where you 
get any mild. 

Mr. Kietnreip. How would you explain this study, Dr. Dean ? 

Dr. Dean. Well, of course, first you know in South Dakota you got 
fluorides all over the eastern part of the State. And some of those 
waters run up to 3, 4, 5,6 parts per million. You could have some 
of these children get a greater fluoride intake than possibly what that 
analysis shows. 

Second, you had a drought out there and you brought in water dur- 
ing that drought. 

Mr. Kuermrecp. But the water itself only contained 1.15 parts per 
million for 18 months. 

Dr. Dean. Yes. 

Mr. Kuetnrevp. Isn't that significant in your opinion ¢ 

Dr. Dean. We have to know the water history of all of those chil 
dren from the time they are born until the time their teeth were 
calcified, because you may have variations in the water there. 

Mr. Kuersrecp. Dr. Dean. I have here, “Dental Caries and Fluo 
rine,” which I mentioned before, a publication of the American Asso 
ciation for the Advancement of Science. This was 1946. There is an 
article contained in this book entitled, “Epidemiological Studies in the 
United States.” Are you the author of that, sir? 

Dr. Dean. Yes. 

Mr. Kr EINFELD. On page 93 of this book a table appears entitled, 
“Incidence and Distribution of Endemic Dental Fluorosis (Mottled 
Enamel) in 7.257 Selected White School Children, Aged 12-14 Years, 
Classified According to the Degree of Affection.” 

Let’s look at some of them. 

For example, we have Maywood, IIl., where they had 1.2 parts per 
million fluorine in the water, and they examined 171 children. Sixty- 
seven were found to be normal. Forty-seven were found to be ques 
tionable. These are included with the children who were free from 
dental fluorosis. But of these 171 children, 50 were found to have very 
mild mottling and 7 were found to have mild mottling. 

Dr. Dean. That is right. 

Mr. Kuernrevp. Is not that a significant degree of mottling? 

Dr. Dean. No; because you haven't got continuous history at May- 
wood. If you look at the original report you will find a footnote that 
about 6 or 8 years before the ™: aywood wells were about 1.5, and then 
they p lugged a well back. 
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Mr. Kiernrevp. We will then diseuss Aurora, IIL... in the same State, 
with 1.2 parts per million of fluorine. Six hundred and thirty-three 
children were examined ; 337 found to be normal: 201 were found to be 
questionable. Those 201 questionable were included with the normal 
to constitute a number which were considered to be absent from dental 
fluorosis. Eighty-eight children were found to have very mild, 7 were 
found to have mild dental fluorosis or mottling. Isn’t that a sienifi- 
eant fact, sir. 

Dr. Dean. You know that is based on as few as two teeth. not the 
whole mouth. Any time you fot two teeth, throw it in the highest 
category. 

Mr. Kurinreip. Dr. Dean, these are your figures, are they not ? 

Dr. Dean. Yes. 

Mr. KLEINKELD. Go ahead. Based on as little as two teeth ben o 
affected ? 

Dr. Dran. Yes. If you got 24 or 25 teeth in there. if you get two 
teeth that you can call a mild, you throw the whole care into the 
highest category just in the interests of understating it rather than 
overstating it. 

Mr. KLEINFELD. Well. these two teeth could be front teeth, too, 
could they not ¢ 

Dr. Dean. No, they would invariably be the second bicuspid or 
molar teeth, calcified at a later date. 

Mr. Kiernrecp. Would you say it is impossible to have front teeth 
mottled ? 

Dr. Dean. It wouldn't be impossible, I wouldn't say. I would have 
to recheck the data to see if any cases were front. 

Mr. Kurinrecp. In any event, 7 children had mild mottling, 88 
children had very mild mottling. Is that correct 4 

Dr. Dean. Yes. 

Mr. Kuernrevp. Let’s look at Joliet, which contained 1.5 parts per 
million of fluorine. Four hundred and forty-seven children were 
examined: 181 of the 447 were considered to be normal: 153 were 
col sidered to be quest Ol ible, again Li luded with the 1 ormal to con 
stitute a group which was considered to have no mottling. Now out of 
the 447 children. 99 were found to have very mild mottling, 14 were 
found to have mild n ottling: is that correct ¢ 

Dr. Dran. Yes. 

Mr. Kurinrevp. Let’s discuss Kewanee, for example, which con- 
tained 0.9 parts pel million of fluorine, which is. of course, less than 
1.1.1.3, or 1.5. There were 123 children examined. Sixty-five were 

ere found To he normal: Is were found tO be questionable. ‘| hir 
teen had verv mild mottling: 2 had mild mottling. Is that correct ? 

Mr. Di \N. If that is what it Says, yes. e 

Mr. Kiernretp. And in Marion, Ohio, the water contained 0.4 parts 
per million of fluorine Two hundred and sixty-three children were 
examined: 151 were found to be normal; 96 questionable, 14 had 
very mild mottling: 2 had mild mottling. 

Dr. Dran. Now wah, on Marion, if you look up the origi al re 
port, vou will find a description of the water supply that during the 
first couple of vears of the ] fetime of those older ( hildren they were 

sing wate supplies that contained 12. Then they put i fluoride 
sh treatment plant for softening, and that reduc ed the sor 


? 
— 
in lime col 
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tent down to 0.4. But in the early first couple of years of these chil 
dren’s life it had 1.2 in the supply there. 

Mr. Kuervrecp. All these figures were considered significant enoug! 
to put in your booklet here. 

Dr. Dean. Yes. 

Dr. Minuer. I would like to ask the doctor a question here, Counsel 

Mr. Kuernrevp. Yes. 

Dr. Minuexr. What is the policy of the United States Public Healt! 
Service in relation to those towns—the towns we represent up here 
that already have maybe 1.5 parts per million of fluorine or more? 
What is the policy ¢ 

Dr. Dean. There is a study being conducted in Dr. Knutson’s divi 
sion in an attempt to remove the excessive amounts of fluoride—d 
fluoridation plants. That is in the experimental stage. 

Dr. Mutter. How low would you recommend it be removed ? 

Dr. Dean. Down to about a part and a half, which is the Publi: 
Health Service drinking-water standards. 

Dr. Mitter. Do you know how many towns have excessive amount 
of fluorides in the water ? 

Dr. Dean. I would say around 300. No, about 400. 

Dr. Mitier. In discussing Missouri and Nebraska, this map her 
does not show any fluorides in the water. We have sort of been brag 
ging out there, and I think the record shows that the people of 
Nebraska and Missouri have better teeth than any place in the United 
States. 

Dr. Dean. You have some down there in the lower left-hand part 
of Nebraska. It is not on that map. It is down at Scottsbluff, Nebr. 


Dr. Minter. I missed it. 


Dr. Dean. And starting to pick up some fluorides in Missouri around 


Centralia. 

Dr. Mitier. There is some discussion about whether fluoride is sor 
of a mass medication or not. You are doing it for all the people, th: 
old people along with the youngsters. Jlave you made any studies 
as to what happens with those who have chronic diseases in the olde: 
people when they get fluorides in the blood stream? 

Dr. Forsyru. Congressman Miller, may I please answer part of 
that? May I reiterate a statement I made in my opening statement 
and I am sorry you were not here when I did the previous time I ap 
peared in front of the committee. 

Dr. Mirier. I read your testimony. 

Dr. Forsyrm. This is not mass medication. Fluoride—— 

Dr. Minter. Doctor, what is your definition of medicine? 

Dr. Forsyrm. My understanding of medication would be treating 
something. 

Dr. Mitier. Treating, not preventing diseases ? 

Dr. Forsyru. Treating. 

Dr. Mrtier. Are you a doctor ? 

Dr. Forsyru. Dentist. 

Dr. Miniter. Not an M.D.? 

Dr. Forsyru. No, sir. 

Dr. Minier. You don’t think that medicine includes treatment and 
cure and prevention of disease ? 

Dr. Forsyru. Definitely. 
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Dr. Mititer. The prevention of disease / 

Dr. Forsyrnu. Yes: but the word “medication” implies treating 
something. 

Dr. Mier. Well, medicine, of course, is prevention 

Dr. Forsyru. We don’t 

Dr. Minier. Just a minute—prevention of disease. And you start 
putting fluorine in the water, which is a poison, it is put in there for 
the prevention of dental caries. 

Dr. Forsyru. Yes, sir. 

Dr. Minver. And it isa part of medicine. Now don’t try to sidestep 
that one, becaust you are out on a limb when you say you are not 
putting a med ine, @ Mass medication of people, in the water when 
you put in fluorine. We vaccinate people against smallpox or typhoid 
and diptheria, various things. That is the preventive part of 
medicine. 

Dr. Forsyru. Correct. 

Dr. Mitter. And this is the preventive part of medicine to prevent 
clental caries. 

Dr. Forsyru. Correct. 

Dr. MILLER. So it Ss a part of medic he whi h is mass medication 
through water. 

I am trying to find out what happens to old people when they take 
fluorine into their systems. 

Dr. Dean. I would like to ask Dr. Arnold to discuss the study. 

Dr. Mu LER. What happened with the old people / 

Dr. Arnon. I will describe one study we have put on in regard to 
the effect of fluo! (i waters, ana that was referred to some moments 
ago, Na study put on at Bartlett and Cameron, Tex. 

The water supply in Bartlett, Tex., contains 8 parts per million of 
fluorine naturally The water supply at Cameron, Tex., contains 
about 0.3 of a part per million of fluorme. We went into the Bartlett 
and Cameron, Tex., area with a team of three physicians, three nurses, 
and my self as a dent 

We surveved the families, took family histories throughout the 

tire community of Bartlett, and we did every third house in the 
community of Camero e ce Cameron was a much larger commu! ly 
than Bartlett. , 

We selected those nei duals in sartlett and in (‘ameron., who 
had lived in their respective communities more than 15 years of their 
lives and who had bee) using the respective watel supphes for the 
time thev were liv vit these communities. 

The study, I should say, included a complete medical history, as 
complete a physical examination as we could do in, shall I say, the 
temporary medi al offi e set up that we used. And we did complete 
X-rays on those individuals, 

We did approximately 3,000 X-rays, if Iam not mistaken. I would 
like to correct that fieure for the record if it is wrong. 

Those X ravs were taken of all the long bones, the skulls, the chests 
and the spinal column. Any area, of previous fracture, from the his 
tory, was re-X-raved. Those X-rays were sent to the Scott White 
Clinie in Temple, Tex. They were read there by the roentgenologist In 
charge of that departme! Se They were also sent to Dr. Saussman, I 
think, in Boston 

Dr. Dean. Peter Bent Brigham. 
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Dr. Arnotp. He read those X-rays. 

Dr. Minner. Just on the bones? 

Dr. Arnoup. Just on bones. 

Dr. Minter. Were autopsies made on people that died ? 

Dr. Arnoip. No. 

Dr. Minter. No _ examination of kidney, liver, or spleen? 

Dr. Arnorip. No, si 

Dr. Mitier. Do oun think there might be some damage in the soft 
tissue, outside of the tissue of bones, in taking fluorine over a period 
of time’? Do you think there would be? 

Dr. Arnoip. No, sir: I do not. 

Dr. Minter. You do not? 

Dr. Arnoip. Not from what we found. 

Dr. Miniuer. One of the men in Texas says his experiments with 
mice showed that the cancerous mice which had excessive amount of 
fluorine had a shorter span of life. Are you familiar with that 
testimony / 

Dr. Arnon. No, sit 

Dr. Miticer. Whether it is right to deduce that we humans who 
consume fluorine, perhaps, would have a shorter span of life—that 
is in the testimony, which you ought to read, of a scientist working 
with fluorine from the early thirties and doing many experiments with 
cancerous mice showing the span of life is shortened by use of fluorine. 
You have no information on that ? . 

Dr. Arnotp. Dr. Miller, are you referring to testimony of Dr. 
Taylor from Texas? 

Dr. Minuer. I believe it was. 


Dr. Arnotp. And his reference, I think, had to do with his studies 


on cancer. 

Dr. Mitier. Iam not sure which man it was. 

Dr. Arnotp. We have Dr. Andervont from the Cancer Institute here 
that has visited those studies. 

Dr. Mintier. But you have not made any studies as to what it will 
do to older people ontaide of examination of the bony structure 

Dr. ARNOLD. No, sir. I didn't get to complete our Bartlett ie 
Dr. Miller. 

We did complete laboratory studies on those people in terms of 
urimalyses and complete blood analyses. And in all the things we 
could find in that survey, in terms of physical findings the only evi 
dence we found of any change in that population were the changes 
we found by X-ray, and, as I stated in my previous testimony, bones 
would be one place that one might likely look for fluoride effects. In 
those X-rays there were the changes reported by Dr. Saussman—first, 
I should say that the changes that were shown were not reported from 
the Scott White Clinic. They did not think there was any difference 
between the Cameron X-rays and the Bartlett X-rays. Dr. Saussman 
pointed out there were changes in the Bartlett X-rays which amounted 
to some changes in the trabecular structure of the bones. 

He felt that 12 percent of those individuals who were over 50 years of 
age and spent more than 35 years drinking 8 parts per million of 
water did show a coarser trabecular structure of bone. It was of no 
general health significance. 
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Dr. Minter. But you made no examination of the other tissues, 
vital organs such as the liver, kidney, spleen, as to the effects of fluo- 


rine on soft tissues ? 

Dr. ArnoLp, No, sir: we have not. 

Dr. Mintzer. Do you know of anyone making those studies ? 

Dr. Aknotp. The study I referred to of Dr. Hodge, who is running 
some analyses of bones from autopsies in fluoride areas. 

Dr. Mitxier. Bones? 

Dr. ARNoLD. Yes, sir. 

Dr. MiLur R. Not soft tissue ¢ 

Dr. ARNOLD. To the best of m\ know ledge, Dr. Miller, | do not think 
that Dr. Hodge at the University of Rochester has done that. 

Dr. Mituer. Do you think it would be wise to await the findings of 
some of those results on those chronically ill. those with high blood 
pressure, or those with kidney or liver disease before we recommend 
a mass fluoridation of water? Do you think that is important in the 
study, or should we just confine it to what happens to the children’s 
teeth before the age of six or the age of 12? 

Dr. Arnotp. No, Dr. Miller, for this reason: I think we have defi- 
nitely, from the epidemiological standpoint, the data that suggests 
there are no harmful effects from the use of waters even up to 4 and 5 
parts per million. We are dealing, in terms of water fluoridation, at 
| part per million. 

Dr. Minter. Lam wondering if we are as careful with human beings 
is we are with our hogs. Here is an agricultural extension service 
bulletin, University of Wisconsin. By act of Congress we made some 
moneys available for fluoride and so forth in agriculture. It says: 

Do not feed to bred s« . Sodium tlhuoride may not be harmful to sows that 

ve been bred, but we eve it would be best to use the treatment only 
nonbred animals If the } sure treated just after weaning there should be no 
eed for a second treatment before marketing. One treatment is sufficient 

Of course, I do not know what effect these have upon pregnant 
women, but they are recommending here, an official publication from 
the Wisconsin Agricultural Department, not to feed fluorides to 
bred sows. They ire ipparently coming to the conclusion there Is 
some damage to hogs, and we have not gone that far to find out 
whether there is any dam ive to human beings or not. 

Do you think the Public Health Service should interest themselves 
n that phase of fluorine in water before they Say to the public . “Why, 
sure, go ahead and use fluorine: everybody should do it’? Do you 
hink that is important or not ¢ 

Dr. Arnoip. Dr. Miller, I think it is important, and I think we 
have done that. I think we have studied this in various areas, 

Dr. Mituer. I don’t see any studies on it. 

Dr. ARNOLD. For example, there have been studies in morbidity 
statistics that are available from Denver, Colo., where they are using 
! part per million in their water supply, and San Francisco, Calif., 
where the water supply was practically fluoride-free, and there is no 
evidence in those studies of any increased incidence of disease. 

Dr. Mituer. I appreciate that. 

[ am going to refer to another statement here. The American 
Dental Association, I think, are here this morning to make some rec- 
ommendations. 

YHD6BS 


pt 
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I notice that the last resolve of this resolution applies to public 
health: 

Resolved, That the American Dental Association recommends the continua- 
tion of controlled studies of the benefits derived from the fluoridation of water 
supplies. 

I would suggest they put in there also the damage, or perhaps the 
effects—add the words “unknown effects” it might have. They talk 
about benefits. You people are always talking about benefits of the 
fluoride in water. 

I wish, for heaven’s sake, you would start telling us something 
about the dangers, because I think we have had ample evidence be- 
fore this committee it is not all roses so far as fluorides in water is 
concerned. And so far as I could find, you have not found out whether 
fluorine in water would be harmful to pregnant women. The agri- 
cultural department apparently has. 

Mr. Anernetuy. May I ask one question? I propounded this ques- 
tion earlier, and Dr. Arnold suggested it be submitted to Dr. Forsyth. 

It appears as though the doctors who sounded the alarm before this 
committee on this subject were Dr. Alfred Taylor, Dr. Robert S. Har- 
ris, Dr. Veikko Oscar Hurme, Dr. Hans H. Neumann, and Dr. H. V. 
Smith. 

Now along the line that Dr. Miller has just pursued, what work have 
these people done in this field ¢ 

Dr. Arnoip. Are you asking me, sir? 

Mr. Anernetuy. Any of you. What work have they done? What 
do they know about it ? 

Dr. Arnovp. I know of no work that any of those men have done in 
the field of fluorine. 

Mr. Asernetuy. I cannot hear you. 

Dr. Arnovp. I know of no work and am not familiar with any work 
of any of those individuals you named which they have done in the 
field of fluorine or fluoridation of water supplies, with the exception of 
the Smiths. The Smiths, I think, Howard and Margaret Smith, did 
work back in the early thirties and they were the individuals that did 
demonstrate that fluorine in the water supply did produce mottled 
enamel. That was the work which was the basis on which Dr. Dean 
started his investigations of mottled enamel at that time, and also the 
work of Dr. Churchill. 

Mr. Anerneruy. Do I understand you to say that these people have 
not conducted any experiments themselves—have done no experimental 
work ¢ 

Dr. Arnoxp. I know of none. 

Mr. Anernetruy. Except the Smiths? 

Dr. Arnotp. Except the Smiths. With the exception that Dr. 
Taylor was working in some relationship of fluorine to cancer. I am 
speaking of work that has been done in the relationship of fluorine to 
dental health. 

Mr. Anernetuy. <All right. 

The Cuarrman. Mr. Kleinfeld. 

Mr. Kiemnretp. Dr. Forsyth, I believe that it is the position of the 
Public Health Service that the dental effect which results from drink- 
ing artificially fluoridated water is identical with the effect observed 
on those people who are drinking naturally fluoridated water: is that 
correct ¢ 
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Dr. Dean. Right. 

Mr. Kueinrevp. If that is correct—and you say it is—then we must 
say that a certain percentage of the ¢ ‘hildren of this city and of other 
cities of comparable location and climatic conditions w ill have mottled 
teeth, very mild and mild mottling of the teeth; is that correct ‘ 

Dr. Dean. Occasionally a small percent of very mild. It would be 
rather unusual if we had mild at 1 part per million. But in any large 
group, as in an epidemiological survey, you are going to have sporadic 
Cases. 

Mr. Kuriwretp. Then you may have, in these cities, small sporadic 
numbers of children who m: Ly have very mild, and may have mild, 
mottling of teeth / 

Dr. Dean. That would be a very occasional case 1f you ever 
mild. 

Mr. Kietnrevp. Dr. Forsyth, in about a year and a half, this com- 
mittee has had a large number of witnesses who have testified on the 
general subject of the addition of any chemical to any food, any new 
substance even if it is not considered to be nearly in the category of 
toxicity as is fluorine, and almost unanimously they have indicated 
the grave necessity of certain types of experimental studies on animals 

For example, the committee had before it Dr. Roy C. Newton, vice 
president in charge of research of Switf & Co., and at page 157 of 
the first volume of this committee’s hearings Dr. Newton testified as 
to what studies he believed should be carried on with animals before 
inv chemical W hatever should be inserted into a food product 

ile said, for example, “We ought to have acute toxicity studies anu 
we ought to have subacute toxicity studies.” 

And he said also, “We ought to have chronic toxicity studies.” 

Most of the other witnesses said the same thing and indicated they 
believed these to be of great importance. 

Dr. Newton said: 


had a 


These chronic toxicity studies should be on rats with adequate control groups 
for a period of 2 years at levels sufficiently greater than those proposed to be 
ised in foods to accentuate any possible physiological effect. Two years were 
picked because that is the average life span of the rat and gives us an oppor 
tunity to carry it through several generations of tests, and also through the 
life span of an animal. 

The exact nature and number of such levels to be studied would be decided 
ipon after the acute and subacute toxicity studies are complete 

As an example of one of the levels to be studied, any chemical substance 
vhich is known to be foreign to natural food materials and which is proposed 
» be used in amounts up to 0.5 percent probably should be studied at a level 

%} times the proposed usage. 


He said: 
Experiments should be conducted on dogs or monkeys for a period of at least 6 
months, but not necessarily more than 1 year at low, intermediate, and high ievels, 


the latter approaching the highest amount that was tolerated without deleterious 
effects. 


He said also: 


In addition, biochemical studies, urine and blood analyses, physiological data, 
studies on blood components, reproduction through generations, absorption, fate 
of the material in the body, et cetera, and pathological observations, growth and 
microscopic examinations on sacrificed animals from the long-term feeding tests, 
should be carried out to a degree that would indicate no probable effect on the 
human organism. 
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Have studies such as these chronic toxicity studies which I have 
mentioned been carried on by anybody with respect to the addition 
of fluorides to drinking water ? 

Dr. Forsyrn. Mr. Kleinfeld, before I ask one of our men at the 
National Institute of Dental Research to directly reply to that ques- 
tion, let me point out that the adding of fluoride to drinking water, 
or the presence of fluorides in drinking water, is not a new chemical. 

We told you it has been present in dr rinking water supplies for years 
and years. We told you that fluoride ions found natur ally in drinking 
water supplies is the same as when it is returned to the drinking water 
supply in controlled amounts. 

So this is not adding a new, unknown chemical to drinking water 


supplies. 

As Dr. Dean has pointed out to you, in talking about the small per- 
centage of people that might have small flecks on their teeth, from 
an aesthetic standpoint it is not objectionable and could not even be 
noticed unless it was by a trained observer. An ordinary dentist, 
unless trained in a study of fluorosis of teeth, would not be able to 


find these flecks. 

Mr. Kuemnrevp. With respect to mild mottling, sir / 

Dr. Forsyru. That is right. 1 would like to ask Dr. Dean, who is 
best qualified to answer. 

Dr. Dean. Dr. Zipkin. 

Dr. Zipkin. We have some studies, I think, which we have recently 
completed that fall in the line of administration of fluoride over a 
long period of time to rats. 

Mr. KurinreLtp. When were these completed, sir? 

Dr. ZivKin. ‘These were completed within the past year, and the 
data is in manuscript now, 

The CuHairman. Mr. Horan. 

Mr. Heran. As far as I am concerned, [ consider fluorine a very 
useful chemical. I do not think it is on trial here. It is its use we are 
talking about. I did ask a question I do not want to leave hanging 
in thin air, Dr. Forsyth. 

Dr. Forsyrn. Yes. 

Mr. Horan. Could you tell me if you have made any studies of those 
who have to handle it as a commercial chemical, any possible effects 
on them ¢ 

Dr. Dean. That has been studied in industrial hygiene, Mr. Horan. 

Mr. Horan. It has? 

Dr. Dean. Particularly those people exposed to massive doses, 30, 
410, 50 times what we are talking about, and also years of exposure. 

There was a very interesting study done in Denmark where cryolite 
from Greenland was processed, and they found those people who were 
taking in about 30 milligrams of fluorine a day and over long exposures 
of 15 or 20 years, were getting a very definite bony change. Their 
urine was very high in fluorine. Then they hospitalized them for 
several years and at the end of 5 years could see the fluorine elimina 
tion decreasing. 

Mr. Horan. I presume that industry took steps to eliminate those 
dangers. 

Dr. Dean. Then you bring in—— 
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Mr. Horan. In the interest of fairness, could I have Dr. Dean en- 


large on that, if he cares to, when the transcript goes to him, because 


I think it should be done. 
The CHatrman. I have no objection to that. 
(The following information was received 


this point . 


later for insertion at 
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origin, in the form of fluorspar (calcium fluoride), cryolite 
of rock phosphates The most 


those of volcanik 
fluo-aluminate) 

fluorine-contail 
Illinois and Kent 


component 


iis 


major deposits of which 


larly 
many 


(sodium 
portant 


and a 
ing mineral is fluorspar t 
ucky, in Derbyshire, England, 

in 


he 
south Gel 


The 


h thers 


and in 
Gree! 


most 


and 


ecceur iD 


The complex fluorine mil 


fluo 


eral cryolite is found chiefly 
found in the raw rock ple 


ihe are 


sphates of whicl 


extensive sources of 
are extensive depos ts 1D I nhnessee and Flo ida 
Mluorine in the combined state constitutes 0.078 percent of the earth's crust ‘ 
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soils throug incol ration of various fluorine containing minerals Fluorine 
in soils varies ! usually within the range of about SO to 300 
parts per miliion 
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of complex organic fluorine compounds. Many unusual properties are acquired 
by many organic compounds in which fluorine is substituted or added. 

As would be expected from its widespread usage in numerous industrial oper 
ations, there are a large variety of contacts and exposures to fluorine and its 
compounds by industrial workers. The precautions taken by manufacturers to 
safeguard the workers have been under scrutiny by various industrial hygiene 
agencies, including the Public Health Service. One such study was made by 
the Public Health Service, i. e., “Health of Workers Exposed to Sodium Fluoride 
at Open Hearth Furnaces,” Public Health Bulletin No. 299. 

Generally speaking, the nature of the injuries or harm arising from industrial! 
exposures to fluorine are as follows (quoting from Medical Director Paul A 
Neal) ; Hydrofluoric acid and hydrofluosilisie acid cause severe burns by direct 
contact with the skin. Hydrogen fluoride can exist in the air as a mist and 
may therefore be inhaled by workmen. Fluoride dust particles are apt to occur 
in the air as well as on equipment and on the hands of workmen. These particles 
constitute an exposure by ingestion. 

Air contamination, for example, in aluminum plants, according to Dr. Neal, 
may range from 0.00054 milligrams to 0.0035 milligrams fluorine per liter of air. 
A maximum of 0.0041 milligrams per liter has been found. Air samples from 
a beryllium factory averaged 0.00154 milligrams fluorine per liter. It has been 
comparatively easy to estimate the extent of the fluorine exposure in industria! 
operations by means of a fluorine unalysis of the urine. As in the ingestion 
of fluorine in water and food, inhalation of fluorine via air produces a concomi 
tant rise in the urinary fluorine excretion. 


FLUORINE HAZARD IN THE NATURAL CRYOLITE INDUSTRY 


One of the most thoroughly investigated industrial fluorine hazards is the 
fluorine exposure of workers in the mining and processing of cryolite. We are 
greatly indebted to the late Danish physician, Dr. Kaj Roholm, for his classi 
studies on human fluorine toxicosis as observed in workers long exposed to high 
concentrations of fluoride as inhaled in cryolite dust. The observations recorded 
by Dr. Roholm in his classic monograph, A Clinical Hygienic Study, have been 
an invaluable guide and reference for much of our thinking on chronic fluorine 
toxicosis. The dust exposure to fluorine as roughly estimated for most of the 
cryolite workers studied by Dr. Roholm was excessive. It amounted to upwards 
of 25 to 30 milligrams of fluorine daily for long periods of time. By comparison, 
a fluoridated drinking water will provide 1.0 to 1.5 milligram of fluorine daily 

A summary of the medical histories of 6S workers of both sexes employed 
at the cryolite processing works in Copenhagen, Denmark, is as follows: 

Eighty-one percent complained of acute gastric disturbances such as loss of 
appetite, nausea, and vomiting. These symptoms were transitory and disap 
peared after a short time in the open air. 

Thirty-four percent of the workers complained of intestinal symptoms of con 
stipation or diarrhea, or both alternately These complaints were of chronic 
nature in nearly all of the 25 workers comprising this group. 

Fifty-two percent of the workers complained of circulatory and respiratory 
symptoms, of shortness of breath on action, cough, palpitation, and expectoratio! 
These symptoms were attributed to dust in the air regardless of the fluorine 
content. 

About 35 percent of the workers complained of symptoms associated with tli 
bones, joints, and muscles such as feeling of stiffness and localized rheumati: 
pains. 

Symptoms of a nervous character such as headache, giddiness, and sleepiness 
were vague and intermediate. 

In the course of autopsy examinstion of the skeleton, various pathological 
changes were observed. These were chiefly an increase in the thickness and 
density of the bones. There were, however, no sigus of bone destruction. Eighty- 
four percent of the workers examined had bone changes and there appeared to 
be a relationship between the exposure to dust and degree of bone changes 
In more than half of the workers the motility of the spine was limited. Clinica! 
examination revealed no other deformities that could be considered typical. 

There were pathological changes in the lungs consisting of emphysema (a 
swelling or inflation of the lungs) and the appeurance of fibrous tissue. Motility 
of the thorax was also greatly reduced. ‘lhere were no changes from the 
usual picture in blood pressure. Bood examinations generally showed that 
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deviations from the normal were few in the hemoglobin, red and white cell 
counts, bleeding time, coagulation time and other tests. There was a slight to 
moderate reduction in red and white counts. The urine, skin, nervous system 
and endocrine glands were essentially normal with only few variations. 

A constant and considerable increase of fluorine was found in the teeth of 
the cryolite workers. 

Although there is reason to regard many of the symptoms here recorded as 
due to cryolite dust exposure, it is equally true that many of the symptoms ob- 
served may not have been connected with an excessive ingestion of fluorine 
per se. 

It was concluded in general by Dr. Roholm that cryolite in the doses en- 
countered by these workers had no definite recognizable injurious effect on the 
general systemic condition or on any specific organ system except bones, blood, 
and lungs. The excessive excretion of fluorine in the urine did not cause 
nephritis to a degree which was detectable by the usual clinical examination. 
No true anemia developed and the blood changes were of no great importance. 
The most critical symptoms related to the skeletal system, and these are without 
question attributable to the excessive fluorine exposure. 


THE QUESTION OF CRYOLITE SPRAYS IN FRUIT AND VNGETABLE INDUSTRIES 


The use of cryolite as a spray for control of the codling moth in the fruit 
industry necessitated the fixing of a permissible tolerance level of 0.05 grain of 
fluorine per pound of edible apples and pears, in the form of a spray residue. 
When this level of tolerance was fixed by the Food and Drug Administration, 
it was the opinion of authorities on fluorine toxicology that this was a safe 
limit and would result in no health hazard. The limits now in force seem quite 
conservative and even though water fluoridation becomes more widespread, 
there is no apparent reason why this tolerance level should be lowered. The 


permissible tolerances of tluorine on sprayed fruits, therefore, seems quite ade 
quate to keep the level of fluorine ingestion from sprayed fruits at a very low 
level. 
The question of the probable hazard to orchard workers applying the spray 
to fruit trees has been answered only indirectl) Thus the Public Health Service 
1 


in Bulletin 267 reported the results of a very compre nsve survey of the effect 
of lead arsenate exposure on orchardists and consumers of sprayed fruits At 
the time of this survey, 1938-40, cryolite had not had a very extensive use for 
a prolonged period and emphasis was thus directed to the hazard from lead 
and arsenic Hiowever, a large population group was studied and their alth 
status reported. Presumably any characteristic systemic effects resulting f1 
the use of cryolite up to that time would have been diagnosed 

It should be noted that while cryolite was used extensively from 1930-38 as 
nsecticide, lead arsenate was found to be more effective until a method of in- 
verting cryolite spray was devised in 1936 at the Washington State Agricultural 
Experiment Station At the present time, however, there are other spra 
much more effective that ite for control of the codling moth, and there is 
very little interest in cryolite as a spray in the fruit industry. 

On the other hand cryolite has come into rather extensive use in the growing 
of vegetables, and is used quite extensively in spraying particularly tomatoes, 
potatoes, beans, et lt ‘ral any spray residue is very readily removed 
from vegetables and it is erally believed that there is little or no fluorine 
hazard connected with the use P eryolite as a spray in the growing of vege 
tables 

(There was discussion off the record. 

The CyHarmmMan. We will hear the American Dental Association at 
. o'clock. 

Mr. Horan has another question. 

Mr. Horan. Now the studies were made on the effect of insecticides 
on those who apphed them to fruits and vegetables in 1940. 

Dr. Dean. Yes. 

Mr. Horan. Any findings there on the effect of fluorine on human 
tissues or on teeth—could I have permission to have a little statement 
placed in the record on that ? 
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Dr. Forsyru. Mr. Chairman 

The Cuarman. Wait a minute. I know of no objection to that. 

Mr. Horan. I am not sure that there are any findings, but if they 
exist I wantthem. I asked Dr. Dean about it. 

Dr. Dean. I will look it up. 

The Cuarrman. Dr. Miller has a question. 

Dr. Miter. I wish someone would provide the answer to what effect 
the long-continued use of fluorine may have on the span of life, what 
experiments have been conducted on those with diseases. 

No. 2, we are having letters from towns and municipalities—*Shall 
we put fluorides in our water?” 

Is it a fair thing to say that experiments are still being carried on, 
that they are not completed, that they ought to have that information ¢ 

Of course, to me as a member of this committee, now I am a little 
confused about this thing. It is unthinkable we are recommending 
something in water and they have not completed the experiments, not 
knowing what happens to the span of life, to people with diseases and 
so forth. So I would like to have somebody tell me how I can answer 
some of these questions. 

Dr. Forsyrn. We have a statement by Dr.—— 

The Cuarrman. We will adjourn at this time until 3 o'clock this 
afternoon. How much time will you want with the Public Health? 

Mr. Kueinrevp. Fifteen minutes. 

The Cuamman. Could your people be back for about 15 minutes, at 
3 o'clock, Dr. Forsyth ¢ 

Dr. Forsyru. Yes, sir. 

The Cuatrman. And the committee will hear the representative of 
the American Dental Association this afternoon. 

(Whereupon, at 12:15 p. m., the committee recessed to reconvene 
at 3 p. m., of this same day.) 


AFTERNOON SESSION 


Present: Representatives Hedrick of West Virginia (presiding), 
Jones of Missouri, Miller of Nebraska, McDonough of California, and 
Horan of Washington. 

Dr. Minter. We will come to order and proceed with our hearings 
interrupted at noon with the quorum call. 

Go right ahead, Mr. Kleinfeld. 


TESTIMONY OF BRUCE D. FORSYTH, D. D. S.; JOHN W. KNUTSON, 
D. D. S.; H. TRENDLEY DEAN, D. D. S.; AND FRANCIS A. ARNOLD, 


D. D. §.—Resumed 


Mr. Kieinreip. Dr. Forsyth, in your letter on page 2, you state: 


It is my impression that the next three references, 26, 27, and 2S, will be of 
particular interest to your committee. These three reports relate specifically 
to the false claims that the ingestion of fluorine may increase the incidence of 
cance! A copy of reference No, 26 is attached—attachmenr B. In view of the 
negative results reported in references 27 and 2S and in consideration of th 
cancer rates shown below, there is no justification for asserting that fluoridation 
presents a public health hazard in this regard. 
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What report is it that states the ingestion of fluorine may increase 
the incidence of cancer / 

Dr. Forsyrn. Mr. Kleinfeld, we have with us a man from the Na 
tional Cancer Institute, Dr. H. B. Andervont, who has not yet been 
sworn in and I believe would be most capable of talking to the point. 

Mr. Kieryrevp. I will be very happy to have him. 

Dr. Forsyru. Dr. H. B. Andervont obtained his Ph. D. degree from 
Johns Hopkins University in 1926 and has been identified with cancer 
research since that time. He has worked in cancer at Johns Hopk ns 
as a fellow of Carnegie Institute ot Wash nvgton and as ia member of 
the staff of Harvard Medical School. He jomed the staff of Cancer 
Institute In LOS0 and is now chief of the Laboratory of Biology of the 
National Cancer Institute. 

Dr. Minuer. Raise your right hand and be sworn. 

(The oath was administ: red by the chairman. ) 


TESTIMONY OF H. B. ANDERVONT, PH. D., CHIEF OF LABORATORY 
OF BIOLOGY, NATIONAL CANCER INSTITUTE, BETHESDA, MD. 


Mr. Kiemrevp. Did you hear my question ? 

Dr. ANperVONT. Yes, I heard it, sir. 

Mr. Ku INFELD. What report 1s it that states the i gestion of fluo 
rine may increase the incidence of cancer ¢ 

Dr. ANpDERVON'T. Specifically | am not aware of any such report. 

Mr. Kiemvreip. This statement of Dr. Forsyth’s mentions that 

Dr. Anpervonr. I do not know what is attached to that. sir. so I 
cannot answer it. Hi refers to an attachment, I believe, does he not 4 

Mr. K LEINFELD. Yes The attachment does not refer to any re- 
port which clain = | it the Ingestion of fluorine may mcrease the 
neidence of « Lhe 

Since the Public Healt Service goes into it, I want to know what 
report the letter of the Public Health Service. which has been read 
to this committee this morning, dated February 25, 1952, what report 
re you gentleme I] ng ibout ¢ 

Dr. ANDERVON’? d not prepare that, ( t ansv hat 
l on. . 

Dr. Forsyru. Will you ; he rences to whicl refers, 


7) ef 


Mir. Kern recp. 


Dr. ANDERVON' it is the tO} hat is reference 26? 
Mr. Kurinrenip. Let n r lear. Do vou have 
pv of your letter ’ . 
Dr. Forsyriu. I gave 
Mir. KLernretp. Her 
Dr. Forsyru. You al 
helieve. 
Mr. Kueinrerp. | 
is far as I know there has been no testimony before this co 
tee that fluorine has anvthing to do with the increasing incide 


; 


incer. Now if you know of any such reports, we would like 
have them. 

Dr. ANpErRvonT. No: not that T know of. The report has been, 
nde rstand, of increases in the time of appearance ot cancer, 


cle nce, 
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Mr. Kuernreip. So to that extent the report mentioned in this 
letter is not in existence, is that correct? There are no reports, are 
there, which claim that fluorine increases the incidence of cancer’ 

Dr. Anpervont. There is nothing in the scientific literature; no, 
sir. 

Mr. Kiernrecp. There is nothing in this committee’s hearings to 
that effect either. 

Have you read Dr. Taylor’s testimony before this committee? 

Dr. Anprervont. No, sir. 

Mr. Kueinrenp. I want to read to you from Dr. Taylor’s testimony 
at page 3551 of the transcript of the hearings, which contained Dr. 
Taylor’s testimony : 

The results show no change in the incidence of cancer, but rather indicat: 
a shorter lifespan in the mice receiving the fluoridated water In other words 
if 2 mouse were destined to die of cancer, this disease developed earlier in th 
group receiving the treated water, and the same was true for other diseases 
It is also noteworthy, that the control and experimental animals appeared to 
be equal in health and vigor in the predisease state. 

And on pages 3572 and 3573 here is what Dr. Taylor said. Mr 
Kleinfeld is asking a question : 

Did the results of your experimental work indicate in any way that the 
addition of a compound like sodium fluoride to drinking water has any effect 
whatsor ver on the inciden e of cancer’? 

Dr. Taytor. No, no: our data doesn’t indicate that. 

Later he said: 

In other words, it would mean a shortening of the life span of the humar 
population if we could carry these results over, which, of course, is something 
that could not be done 

Mr. Ki FINrFELp. You cannot carry those results over, can you? 

Der. TAYLOR. No, we cannot carry those results over. It might be more severe 
and it might be less severe, or it might not carry over at all, you see. There are 


alw ivs those poss hilities 


By tL neve rtheless, for some reason, Vou wish to discuss the possible 
effect of fluoride in connection with the incidence of cancer. If you 


do. please vo ahead. 

Dr. ANpervont. I am willing to discuss what little I know of it. 
I know nothing more, sir, than what you repeated there. 

There is nothing in the scientific literature and the only thing | 
have in writing is a letter from Dr. Taylor to Dr. H. Trendley Dean 
dated March 2, 1951, in which he says that there was no observed 
change in tumor incidence, but there was a definite acceleration of 
tumor development in the experimental group. 

Mr. Kuietnrevp. That is right. 

Dr. Anpervont. And that, of course, I would question very seri 
ously from the standpoint of a scientist who is interested in exper! 
mental cancer—the acceleration. 

Mr. Kiernreip. Did you ever go down to examine Dr. Taylor’s ex- 
perimental work ? 

Dr. Anpervont. I did. 

Mr. Kiernretp. And what did you conclude? 

Dr. ANDERVvONT. We came to the conclusion that inasmuch as the 
food he was feeding to his mice contained 30 to 40 parts per million of 
fluoride, that the 14 part per million in the drinking water could not 
conceivably have had much influence on his results. 

Mr. Kieinretp. When did you go down there, sir? 
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Dr. Anpervont. In April 1951. 

Mr. Kiemwretp. What was the name of the feed used by him? 

Dr. ANvEeRvontT. Purina dog or laboratory chow. I cannot remem- 
ber which. 

Mr. Kiernrevp. And you concluded that those experiments were 
not valid because of the nature of the diet ¢ 

Dr. ANpervont. Yes. 

Mr. Kiemrecp. Did you then, or did anyone else connected with 
your organization, conduct a similar experiment using a different diet ? 

Dr. ANDERVONT. Not that I know of. 

Mr. Kiemnreip. Do you know, Dr. Forsyth ? 

Dr. ForsytuH. Not that I know of. 

Mr. Kuemreip. Attachment B to Dr. Forsyth’s letter seems to say 
that Dr. Taylor reported an increase in the incidence of cancer. That 
s incorrect, 1s 1t not ¢ 

Dr. Anpervont. Is this the attachment B? 

Mr. Forsyru. That is attachment B. 

Dr. ANpEervont. No, I wouldn’t say so at all. I would say in the 
first group of 67 mice no increase in the incidence or prevalence of 
mammary tumors was shown. 

Dr. Taylor did claim that there was slight acceleration in the earlier 
appearance of tumors in a small percent of the mice consuming the 
fluoride water. 

Mr. Kuieinreip. Attachment Bb is written by a Dr. Edward Tay- 
lor, director of dental health, State department of health. Is he a 
cancer expert / 

Dr. Anpervonr. I don’t think he is. I do not know his official 

ipacity. IL would not want to suggest it. It is probably there in 
that letter. 

Mr. Kurinrerp. It s Vs, “Director of Dental Health.” 

Dr. Anpervont. That is mght. 

Mr. Kiernretp. Apparently he is a dentist. 

Dr. ANpervont. He is a dentist, yes, sir. 

Mr. Kuernrevp. And as far as you know, no similar experiments 
have been carried on since that time by anybody ? 

Dr. ANpERVONT. Since that time, no, sir, not to my knowledge. 

Dr. Mitier. I would like to ask at this time Mr. Chairman, while 
counsel is looking for another question, whether the Cancer Research 
Institute—I believe you are located there—if any experiments are 
now being carried on as to the effects of sodium fluoride in pregnant 
women and in people with chronic diseases, that is the older people, 
when they are given sodium fluoride in water. 

Dr. Anpervont. To my knowledge no such experiments are being 
done within the confines of the National Cancer Institute. 

Dr. Miuiter. Do you know of any place where they are carrying 
on experiments of that type? 

Dr. ANpERVONT. No, sir. 

Dr. Minter. Would you be in position to know whether they were 
carrying them on or not ¢ 

Dr. ANpbERVONT. No, sil 

Dr. Mrtter. Who would? Since you are advocating the use of 
fluorides in water, who in your group would be jn position to say 

whether such experiments were being carried on ? 
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Dr. Forsyru. Dr. Dean. 

Dr. Minuer. Can you? 

Dr. Dean. I don’t know of any experiments being conducted along 
that line. 

Dr. Mitter. Do you think that would be an essential part of the 
program if we are going to recommend the use of fluorides in water? 

Dr. Dean. No, Doctor, I don’t, because we have got three or four 
million people that are using that much in the United States. We 
could go out and test that. 

Dr. Mitter. Naturally it is in the water in a good many places. 

Dr. Dean. Yes. 

Dr. Minter. Of course, if you started to use sodium fluoride on a 
universal basis there would still be a great many people in the coun- 
try, and those in small towns and those who are already getting a dose 
or an overdose of fluoride that you would not touch. 

Since the Agriculture Department has seen fit to make some studies 
on sodium fluoride in animals, particularly hogs, and they recommend 
that fluoride in feed is all right for weaning hogs, and they tell how 
to mix it thoroughly in feed, and then they recommend that you do 
not feed it to brood sows, sows that are pigging—and I am not sure 
why they do not do it. But if they found that there was some detri 
mental effect in the hog, do you not think it would be rather essential 
to find out whether it was harmful to women / 

Dr. Dean. I think, Dr. Miller, that isa very high dosage of fluoride, 
using a shot for deworming, is it not? Possibly Dr. Zipkin could tell 
us what the dosage is. 

Dr. Muer. Three-fourths percent mixture in dry feed of sodium 
fluoride. It would be rather high. 

Dr. Dean. 750 parts per million, or roughly about 360 parts per mil- 
lion of pure F, 

Dr. Minter. Even though we do not get into this large amount, do 
you not think there are other places that sodium fluoride might do 
harm other than just the long bones? 

Dr. Arnold testified this morning they examined the long bones, 
the skeleton, and so forth. A great deal of this is excreted through 
the urine. Is it not essential to find out whether some damage might 
be done in other essent ial organs of the body i 

Dr. Dean. Of course, there is always need for continuing research, 
but at a concentration that we are talking about of 1 part per million, 
I cannot visualize where there would be any ill effects at that concen 
tration. There is nothing ever finished in science. It is just like we 
have been using cowpox virus for 157 years and are still conducting 
research on it. 

Dr. Minter. I hope you pin this thing down a little more, Doctor. 
In fact, I introduced a bill for fluoridation of the District of Columbia 
water supply, at least for discussion purposes. I was more or less 
open-minded. I wanted to find out what the experts said about it. 
We didn’t get a chance to find out. The Commissioners jumped the 
gun.as I eall it, I think, at the insistence of the Public Health Service 
to put in fluoridation. 

That is the reason I am interested. 

I have been in favor of it all along, but there are so many questions 
that have been raised as to what might be done, and I am amazed that 
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the Public Health Service has not followed out what might happen to 
these uncompleted experiments that are going on; why we don't wait 
to find out what happens to pregnant women, old people with chronic 
diseases, things of that type. No experiments have been presented to 
this committee that show there might not be some injury. 

You were not sure in 1949 in the literature I have here—not sure 
you had gone far enough. In this 6 months’ period I guess 1t was 
the million dollars that just made you sure it was all right. From 
then on you have been plugging for fluoridation of water, and the 
country is excited about it and about ready to jump in clear up to the 
ears, thinking it is going to be a cure-all. 

I wonder whether vou have moved a little too fast. Pre 

Dr. Forsyru. Dr. Miller, to set the record straight, the million 
dollars vou are referring to had nothing to do with water fluoridation, 

Dr. Miter. Research. 

Dr. Forsyru. The original million dollars that was specially ap- 
propriated by the Congress was for the topical fluoride program, 

Dr. MILuer. Dental research. Is not that fluorides ¢ 

Dr. Forsyru. That was not dental research. Research was already 
completed on that. It was to promote the topical fluoride program 
nationally. 

The amount of money appropriated for the dental research for the 
Public Health Service has never approached the original ceiling which 
our Research Act carried in 1948 of $750,000. That ceiling was later 
removed by the Cor gress. The amount of money appropl iated to the 
Public Health service Tol dental research has nevel approached even 
$400 000. 

No money has ever been carried in our appropriation up to now for 
promotion of fluoridation of communal water supplies. 

Mr. Horan. By topical research you mean direct application ? 

I PI 

Dr. ForsytTu. | mean promoting topical program nationally. 

Mr. Horan. By topical, what do you mean ? 

Dr. Forsyru. Topical application of sodium fluoride means the 

. | 
application of it to children’s teeth. 

Mr. Horan. Directly / 

Dr. Forsyru. Directly to the children’s teeth, that is right. 

Dr. Mu LER. In view of that. I want to read the report of the Appro- 
priations Committee and what Dr. Knutson said about it. This is an 
Appropriations Committee report : 

The committee has determined that field demonstration units should be 
established to operate in the States under a close cooperative arrangement with 
State health departments, dental societies, and other organizations. It would 
be the purpose of these units, roughly one mobile unit for each State: to demon- 
strate to dentists, dental hygienists, State and local health department per- 
sonnel, et cetera, the correct technique of making sodium fluoride application to 
the teeth; to serve as a training mechanism for Public Health personnel: and 
generally to publicize and promote interest in the procedure. In recommending 
the appropriation of $1 million additional to implement this program of demon- 
stration, it should be clearly understood that the committee does not view this 
program on the part of the Public Health Service as a permanent fixture. Rather 
it is the view of the committee that if the demonstration facilities are properly 
managed they will thoroughly cover the several States and make the procedure 
so widely known and available, that the Public Health Service can and should 
withdraw from active participation of the type herein provided for. 
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And Dr. Knutson says on page 441 of this Nation-wide topical 
fluoride demonstration program : 

Congress does not see this as a permanent program. I can assure you that the 
United States Public Health Service views it as a temporary program, a true 
demonstration program, a program designed primarily to stimulate the establish- 
ment of permanent community programs. 

There was a million dollars, I believe. 

Dr. Forsyru. That is correct. 

Dr. Mitier. That was my reference to the $1 millon in the com- 
inittee report. 

Dr. Forsyrn. But that has nothing to do with the fluoridation of 
communal water supplies. 

Dr. Mruier. It does concern fluorides on teeth, does it not? 

Dr. Forsyru. That is correct. 

Dr. Mittrr. Which are closely connected with the fluorides in 
water. In your opinion, is that right—the fluorides in water are to 
be used for the same purpose as topical application to the teeth? 

Dr. Forsyru. Yes, to prevent tooth decay, but they have no direct 
relationship. One is applied topically by a dentist or well-trained 
hygienist under supervision and the other is introduced into the 
drinking water supply. 

Dr. Miter. Is there no relation at all as to what the results would 
be when fluorine is taken in water and fluorine is applied topically. 

Dr. Forsyrn. Norelation. But both prevent tooth decay. 

Dr. Mitier. Then there is a relationship. 

Dr. Korsyru. In that they both will prevent tooth decay. 

Dr. Mitter. Why certainly. You sit there and say no relationship 
between them. 

Dr. Forsyru. I say there is no relationship between the amount of 
money appropriated for that particular project and the water fluori- 
dation. 

Dr. Mititer. Well, there must be a connection between fluorides in 
water and fluorides on teeth. Go ahead. 

Mr. Kurinrecp. Doctor, Dr. Forsyth’s letter refers to item 27, an 
article by Tannenbaum, A., and Silverstone, H., Effect of Low En- 
vironmental Temperature, Dinitrophenol or Sodium Fluoride on the 
Formation of Tumors in Mice. Cancer Research 9: 403, 1949. 

Are you familiar with that? 

Dr. AnNvervont. Yes, sir, I have that right in front of me. 

Mr. Kuiernrevp. What diet was used in those animals? 

Dr. Anpervont. Do you want me to give the details? 

Mr. Kuiernrevp. No, tell us what was used. 

Dr. ANpervont. They used a satisfactory diet for laboratory mice, 
with the addition of sodium fluoride or dinitrophenol. 

Mr. Kiernrevp. Is there a particular name for the diet ? 

Dr. ANpervont. Let’s see here. I don’t think they give any name. 
The designation is 340, 347, 348, and 350, the scientific procedure for 
designating. 

Mr. Kuieinrevp. Is that Purina Fox Chow Meal? 

Dr. Anpervont. I think they were fed either Purina Fox Chow or 
Dog Chow Checkered. 

Mr. Kiernreip. Doctor, what percentage of fluorine is contained in 
that diet? 
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Dr. Anpervont. Nine one-hundredths percent, I believe, which is 
900 parts per million. It is an enormous percentage. 

Mr. Kueinrevp. I am sorry I did not make myself clear. Not what 
was added, but how much fluorine was naturally contained in that 
diet ? 

Dr. Anpervont. I suppose in the diet they fed here they had just 
exactly what the scientists at the institute fou nd out—approximately 
30 parts to million. No, this was not analyzed, they did not analyze it. 

Mr. Kvernrevp. Is it not a fact that “2 io of fluorine naturally 
present in this diet and the diet fed to Dr. Taylor’s animals contained 
about the same amount of fluorine ?¢ 

Dr. AnpeRVONT. You could only assume so, but I am willing to 
assume so. 

ir. Kueinrecp. How about the strains of mice used in both experi- 
mental works 

Dr. ANpervont. I believe Dr. Taylor used C3H strain. Chicago 
used « ba strain and | believe another Strain. ] clo not be li ve they used 
the C3H strain. 


Mr. Kuernrecp. Can you look it up! 

Dr. Anpervont. Yes. They used dba mice, a strain designated as 
a Swiss strain, and ho, rs they cli 1) 3H im this parti ular 
experiment. 

Mr. Kuiemvrecp. Are those species frequently used for cancer 


research / 


Dr. ANpreRVoNT. Oh, yes. 


Mr. Kureinrevp. And they are quite susceptible to car } 
Dr. ANpervont. They are the standard strains used in cancer. 
They cy ve different eat dence in different types of tumors. Lh y are 


Suscept! le. all of them. 
Mr. Kiemrevp. Dr. Forsyth, I think you mentioned topical applica 


tions a few moments ago. As I understand your viewpoint and that 
of the Pubhe He: ths Viee, Vou have found that a 40 pel ent reduce 
tion in new caries wo ; | be effected by the use of topical applications 
of sodium fluoride; is that correct ? 


Dr. Forsyrn. Yes, sir 

Mr. KLertnrecp. And. t is a comparatively simple method to 
employ ¢ 

Dr. Forsyrn. It is a little time consuming, but it is a relatively 
simple method in t1 Lined hands. 

Mr. Kuemnrevp. You said at the Labor-Federal Security appropria- 
tion hearings for 1952, on page 615, that— 

This program has demonstrated the usefulness of dental hygienists and has 
increased the demand for their services. 

Can dental hygienists apply this surface topical application ? 

Mr. Forsyrn. Yes; under supervision. It depends upon the State 
law. Some State laws say that a dental hygienist must work under 
direct supervision ; other State laws will allow them to do it without 
direct. supervision, 

Mr. Kieinreip. Are they capable of doing it ? 

Dr. Forsyrn. Yes: after they are instructed how and have been 
trained. 

Mr. ” EINFELD. So that the employment of the topical application 
method by trained hygienists, if not contr ary to State law, would 
decrease the incidence of dental caries more than 40 percent ? 
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Dr. Forsyrn. By 40 percent, not more than. 

Dr. Mutter. Counsel, I want to call attention to the fact that we 
were going to have the American Dental Association on by 3: 30. 

Mr. Kuernrevp. I have one last question, sir. 

Dr. Dean. I think this morning you testified that mild mottling did 
not occur on front teeth or was not noticeable on front teeth. 

Dr. Dean. It would be very rare. 

Mr. Kuernrevp. I have this booklet to which I referred this morn- 
ing, Fluorine and Dental Health, which contains your article and 
contains pictures as part of your article. I just want to show it to 
you and ask whether under the category of “mild” the picture which 
you have in your article shows mottling on the front teeth or not 
{showing picture]. 

Dr. Dean. Yes, sir, that is an extremely high value in the mild 
range. 

Mr. Kuiernrevp. But this is labeled “mild,” is it not ? 

Dr. Dean. Yes. 

Mr. Kuernrevp. And there is discernible mottling in the upper 
front two teeth; is that not right ¢ 

Dr. Dean. Yes. 

Mr. Kuernrevp. I have no further questions. 

Dr. Forsyrn. Mr. Chairman, in view of the fact that there has 
been considerable request for information concerning the relationship 
of metabolism in general and fluorine, I would like for the sake of the 
record to request that this statement which was prepared by Dr. 
McClure, and because of illness he was unable to be here, otherwise he 
would present it directly to you, he is a biochemist with the National 
Institute of Dental Research—I would like to have that inserted for 


your information within the record. 

Dr. Heprick (presiding). If there is no objection, it will be inserted 
in the record. 

Dr. Forsyru. Thank you. 

(The statement referred to is as follows:) 


STATEMENT BY F. J. McCriure, BrocHemist, NATIONAL INSTITUTE OF DENTAL 
RESEARCH, REGARDING H1Is EXPERIMENTS ON THE METABOLISM OF FLUORINE 


At least three particularly important studies relative to fluorine metabolism 
may be cited briefly. They furnish significant evidence for our belief that 
fluorine in drinking water at a level of 1.00 parts per million does not constitute 
a public health hazard. 

In an epidemiological survey conducted during 1933-34 we collected approxi- 
mately 2,000 urine specimens from high school boys, young inductees at Army 
examining stations, and from some adult populations. Mr. Kinser and I analyzed 
these specimens for fluorine and found:a remarkably close correlation between 
fluorine in the urine and fluorine in the drinking water. All the assembled data 
gave us sound evidence that fluorine is over 90 percent excreted in the urine 
even when the water contains 4.0-5.0 parts per million of fluorine. 

In another experiment conducted in cooperation with Dr. H. H. Mitchell at 
the University of Illinois—five adult young men excreted by way of urine, 
feces, and sweat upwards of 90 percent of fluorine ingested in drinking water. 
This applied to Galesburg, Il, natural fluoride water, and to Urbana, IIL, 
water, te which sodium fluoride was added. This evidence shows that a 
natural fluoride water and a water to which sodium fluoride was added were 
exactly the same. Both these studies convinced us that fluorine does not ac- 
cumulate in the body—where added to drinking water. It is eliminated par- 
ticularly in the urinary excretion. 
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The kidneys excrete fluorine efficiently and without harm—just as they excrete 
chlorine, phosphate, sodium, or any other chemical elements ingested in our 
diet and drinking water. 

We have studied also the bone fractures in young adult men—about 3000 were 
interviewed. Some had 4.5—5.0 parts per million fluorine in their drinking water, 
all their lives. Some had no fluorine in their drinking water. There was no 
difference in the number of broken bones, and no difference in the height and 
weight of these boys and men. Some of the best data on height and weight and 
fewer bone fractures came from Texas where there we find the most fluorine in 
the drinking water. Fluorine is no health hazard according to this extensive 
survey of the incidence of bone fractures, as related to fluoride water. 

More recently we studied the development of the carpal bones of children’s 
hands in Lubbock and in Amarillo, Tex. (4.0-5.0 parts per million fluorine in 
drinking water) versus Cumberland mud (no fluorine in drinking water). These 
data, based on about 1,800 X-rays show us that fluorine in drinking water has 
not influenced calcification in these sensitive bones of children’s hands 

In addition to these studies on huma population groups exposed to fluoride 
water, our laboratory studies on the experimental rat have failed to reveal 
injurious effects even from amounts of fluorine 50 times greater than is proposed 
for fluoridated drinking water. These studies included histological studies of 
vital organs, liver, spleen, kidney, lungs, ete. We have found no harmful effects 
on these tissues, 

In view of the evidence we have accumulated and in consideration of the ex 
tensive studies of other authorities in this field, we do not regard the fluoridation 
of drinking water as a public health hazard. 

Dr. Forsyru. In view of the committee’s interest in securing full 
niformation concerning fluoridation of communal water supplies, if 
it is not Gut of order, I would like to suggest some names of people 
whom the committee might be interested in requesting either a com 
ment from or personal appearance in front of this committee. 

Dr. Mitter. Why not present those to counsel, Mr. Chairman ? 

Dr. Forsyru. I will be happy to. 

Dr. Heprick. Do it at a later date, Doctor. 

Dr. Forsyru. Thank you. 

Mr. Kurrnrevp. I might indicate, Mr. Chairman, that we have so far 
asked to testify here the Public Health Service, which has appeared 
twice; the American Dental Association, which asked to testify; the 
Association of State and Territorial Health Officers, who asked to 
testify, and we gladly acquiesced. We have asked the American 
Medical Association to testify. We have asked the National Research 
Council to testify. We have asked the American Public Health Asso 
c1ation to testify. 

We asked Dr. Maxcy of John Hopkins, who was chairman of the 
National Research Council ad hoe committee on fluoridation of water 
supplies, to testify. Unfortunately he wired us that he is ill and 
cannot appear. 

If you have other names, I will be glad to get them later. 

Dr. Heprick. Call the next witness. 

Mr. Kuernrevp. Dr. Doty. 

Mr. Conway. Mr. Chairman, in the event I may be asked some 
questions—I am connected with the association in the capacity of 
assistant secretary of the association’s council on legislation—I would 
be agreeable to be sworn now. 

(The oaths were administered by the chairman.) 


96568-—58—pt. 3—-——40 
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TESTIMONY OF J. ROY DOTY, PH. D., SECRETARY OF THE AMERICAN 
DENTAL ASSOCIATION’S COUNCIL ON DENTAL THERAPEUTICS; 
AND BERNARD J. CONWAY, ASSISTANT SECRETARY OF THE 
AMERICAN DENTAL ASSOCIATION’S COUNCIL ON LEGISLATION, 
CHICAGO, ILL. 


Mr. Kuiernrevp. Give your full name and address to the reporter, 
please, Mr. Conway. 

Mr. Conway. Bernard J. Conway, Chicago, Ill. 

Mr. Kiemrev. Dr. Doty, what is your association with the Amer- 
ican Dental Association ? 

Dr. Dory. I am employed in the capacity of secretary to the Coun- 
cil on Dental anenngeniyen 

Mr. Kvernretp. What degrees do vou hold, sir? 

Dr. Dory. Bachelor of science degree from Monmouth College; 
Ph. D. degree from University of Illinois. 

Mr. Kierretp. What has been your professional background since 
you obtained your academic degrees ? 

Dr. Dory. In 1928-30 I taught inorganic and analytical chemistry 
at Monmouth College, Monmouth, Ill. Subsequent to obtaining my 
doctor’s degree, I spent 1933-35 doing post-doctorate research on the 
effect of spray residues on plant products at the University of Illinois. 
And in the period of 1935 to 1943 I was first instructor and subse- 
quently assistant professor of physiology at Louisiana State Univer- 
sity School of Medicine at New Orleans. 

In 1943 I was employed by the Dental Association, which led to 
my present position. 

Mr. Kiernrevp. Please read your statement. 

Dr. Dory. I am here today to explain the considerations which led 
the American Dental Association to endorse the controlled fluoridation 
of fluoride deficient municipal water supplies. With me is Mr. Ber- 
nard J. Conway, assistant secretary of the association’s council on 
legislation. Each of us will welcome any questions that bear upon 
his particular field. 

The house of delegates of the American Dental Association, its 
policy-making body, adopted a resolution endorsing fluoridation of 
municipal water supplies at its 1950 annual session. That resolution 
declares: 

Whereas, numerous studies have demonstrated a decreased incidence of dental 
decay associated with the presence of fluoride occurring naturally in drinking 
water, and 

Whereas, there is a rapidly accumulating body of data derived from direct 
studies of the artificial addition of fluoride to drinking water, and 

Whereas, these data provide convincing evidence of the safety of this pro- 
cedure and of its benefits in terms of reduced incidence of dental caries: there- 
fore be it 

Resolved, That in the interest of public health, the American Dental Associa- 
tion recommends the fluoridation of municipal water supplies when the fluorida- 
tion procedure is approved by the local dental society and utilized in accordance 
with the standards established by the responsible health authority, and be it 
further 

Resolved, That the American Dental Association recommends the continuation 
of controlled studies of the benefits derived from the fluoridation of water 
supplies. 


The resolution stresses four fundamental points which are essen- 
tial to a discussion of the association’s stand on fluoridation: First, 
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the resolution is premised upon an evaluation of studies and scientific 
data pertaining to fluoridation; second, it is founded upon the scien- 
tific data evidencing fluoridation’s safety to human beings as well as 
its dental benefits; third, it declares that the fluoridation procedure 
should be in accordance with the standards established by the respon- 
sible health authority; and fourth, it recommends that controlled 
studies of its benefits continue. 

The responsibility for evaluating research in the many areas that 
affect dentistry and dental health is assigned to a number of the ofli- 
cial agencies of the association. The agencies which have given con- 
sideration to fluoridation of water supplies at various times are the 
Council on Dental Health, the Council on Dental Research, and the 
Council on Dental Therapeutics. Members of these agencies are as- 
sociation members selected because of their special competence in the 
field of dental research and in the evaluation of research reports. To 
buttress the efforts of its evaluating agencies the association appoints 
consultants and advisors when necessary and, in addition, employs 
full-time staff members, experts in the field of their parent councils. 

The scientific data pertaining to fluoridation are an accumulation of 
studies and reports over a period of more than 40 years. This includes 
all available data on mottled dental enamel reported before it was 
known that excessive fluoride in the drinking water cause this peculiar 
condition. This includes all available data on the beneficial dental 
effects of appropriate concentrations of fluoride in the drinking water 
reported since it has been determined that fluorides do affect the 
structure of teeth. Finally, this includes all available data dealing 
with the possibility of harm to human beings caused by drinking fluo- 
ride-bearing water. More than 7 years ago an agency of the associa- 
tion made a survey of the evidence then available and concluded that 
the presence of one part per million fluorine in a water supply is 
desirable, but the agency did not recommend routine use of fluorida- 
tion. The association carefully withheld its endorsement of fluorida- 
tion until another 6 years of observation and study provided such 
convincing evidence of its safety and dental benefits that the dental 
scientists on the evaluating committees believed they could no longer 
refrain from endorsing the procedure. The association’s endorsement 
of controlled fluoridation occurred only after an intensive evaluation 
of all such data. 

I have mentioned the reports and studies connected with the pecu- 
liar condition of mottled dental enamel. Observations of this condi- 
tion were reported as early as 1909 by Drs. F. S. McKay and G. V. 
Black, eminent dental scientists. Actually, they observed and studied 
an experiment that nature was conducting upon human beings. For 
more than 20 years only dental scientists were actively studying this 
apparently pathological condition evidently incurred by persons 
drinking water from certain sources. During that period of time 
there was little or no reputable medical evidence reported to suggest 
that other pathological conditions could be traced to what proved to 
be high ievels of fluoride in the water. On the contrary, scientific 
findings overwhelmingly support the conclusion that fluorides in 
drinking water at concentrations even several times that necessary to 
produce dental fluorosis, are not otherwise harmful to human beings. 

At approximately the same time that fluoride in water supplies was 
determined to be the cause of dental fluorosis, dental scientists were 
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reporting findings that the incidence of dental decay appeared to be 
significantly lower in persons afflicted with dental fluorosis. After it 
became known that fluoride was the causative agent, water supplies in 
a number of areas in the United States were analyzed. Scientists 
discovered wide variations in the amount of fluorides present in these 
waters. Where objectionable dental fluorosis occurred, the concentra- 
tion was ordinarily found to be several parts per million, in some cases 
up to 15 parts per million. 

Dental fluorosis, however, was absent or inconspicuous where the 
concentration was below 2 parts per million. But the scientists also 
discovered that at a concentration of 1 part per million; at which ratio 
fluorosis did not present a problem, dental decay was as significantly 
retarded as in localities where dental fluorosis appeared. Thus in 
communities like Aurora and Joliet, Ill., where fluoride is and has 
been naturally present at optimum concentration over a considerable 
period of time, persons who drank from those community supplies 
while their teeth were forming had a markedly lower caries rate than 
persons who did not have the benefit of fluoride during the formative 
period of the teeth. Furthermore, objectionable dental fluorosis in 
Aurora and Joliet is almost unheard of. Today dental scientists 
safely anticipate a reduction of 60 to 65 percent of the number of 
cavities ordinarily expected in a given age group, if that group has 
been drinking fluoridated water during the dental formative years. 

The prevalence of dental disease among the population of this 
country is extensive. Ninety-five percent of our population is or will 
be affected with one form of dental diserder or another during a 
lifetime. Dental decay, furthermore, represents a very high per- 
centage of the incidence of dental diseases afflicting mankind. Studies 
of the dental-caries problem reveal that the Nation’s dental person- 
nel cannot in the foreseeable future repair the effects of dental decay 
at a rate approaching the rate at which new carious lesions develop. 
The association’s primary responsibility is to protect and improve 
the Nation’s dental health. It has, therefore, a professional respon- 
sibility to recommend the proper utilization of preventive measures 
demonstrated to be effective in the control of dental disease. The 
association would be delinquent in assuming its responsibility if it 
did not endorse and recommend preventive measures as soon as ade- 
quate demonstrations of their safety and practical usefulness are sup- 
ported by sufficient scientific evidence. In endorsing and recom- 
mending the fluoridation procedure, the association’s evaluating 
agencies are of the opinion that every year that the fluoridation pro- 
cedure is delayed leads unnecessarily to the denial of dental benefits 
to vast numbers of American children. 

The safety of the fluoridation procedure recommended by the 
American Dental Association, as well as the benefits, is the particular 
concern of this committee. The procedure recommended calls for 
the addition of fluorides to water supplies which are naturally deficient 
in fluoride ion, in order to adjust the concentration of fluoride ion 
to approximately 1 part per million. Slight adjustments of that 
ratio may be desirable according to the quantity of water normally 
imbibed per individual in a particular- geographical region; it will 
probably be lowered slightly in the warm climates and raised slightly 
in the cold climates; or it may have to be adjusted seasonally in areas 
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which have long periods of both high and low temperature. These 
modified ratios may be found to provide maximum dental benefits 
without causing detectable dental fluorosis. I should further em- 
phasize the fact that fluoride ions picked up by water in traversing 
subterranean formations are identical with fluoride ions introduced 
into water distribution systems through the addition of suitable 
fluoride compounds. 

It may be desirable to consider a few of the reports that are of 
special interest in relation to the safety of fluoridation. As previously 
stated, dental fluorosis Is regarded as the most sensitive physiological 
response to small amounts of fluoride. An animal experiment was 
reported which claimed to indicate that fluoride increased the rate of 
development of experimental mammary tumors. The report of that 
experiment indicated that small quantities of finoride contained In 
the drinking water of one group of the animals caused them to suc- 
cumb more rapidly to breast cancer than a like group drinking non- 
fluoridated water. I would like at this point to read an excerpt from 
a letter to Dr. Robert F. Korns of the New York Department of 
Health from Dr. Norman Topping, Associate Director of the National 
Institutes of Health, pertaining to that experiment: 

* * * As a further check samples of the food ration, Purina Dog Chow, 
fed the mice in the Texas study were obtained and analyzed for fluorine content. 
Repeated analyses showed that this diet contained between 40 and 45 parts per 
million fluorine. With a hundredfold disparity between food and water fluorine 
intake, it is obvious that any effects of the water-borne fluoride would be 
obliterated 

I am entering a COp\ of the letter for the committee’s record. 

Attention has also been directed to the skeleton. McClure studied 
the possible relation of fluoride (F) in drinking water to bone-fracture 
experience and height and weight of boys and young men. He could 
find no evidence of skeletal superiority resulting from residence in a 
nonfluoride area as compared to a fluoride area. 

Another important question is the possibility of accumulation of 
fluoride inthe body. It has been estimated that the amount of fluorine 
ingested daily through drinking water containing 1 part per million 
fluorine is about 1 milligram: 

It has also been shown that the elimination of ingested fluorine by 
Wi) of perspiration, urine, and feces Is practically complete when the 
fluorine ingested does not exceed 4 to 5 milligrams daily.) A survey 
of the amount of fluorine in urine specimens of high-school boys and 
young selectees shows that the concentration of fluorine in the urine 
is almost identical with the concentration in the drinking water up to 
about 4.5 parts per million? Other excretion and balance studies 
have been reported by Machle and his associates which are in accord 


*McClure, F. J ioride Domestic Waters and Systematic Effects felation to be 
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with the studies just described. Urine excretion studies have also 
been extended to include measurement before and after the addition 
of sodium fluoride to a public-water supply. The results indicate that 
at least a very large proportion of the added fluoride is being elimi- 
nated as rapidly as it is ingested. 

Some surveys of the amount of certain types of kidney disease in 
fluoride as compared to nonfluoride areas have not produced any evi- 
dence of harmful effects upon the kidneys by fluorine at the levels 
proposed for the fluoridation procedure. Renal injury in animals 
has been produced only by extreme doses of fluorine. Rats and swine 
showed kidney changes when their diet contained 200 to 800 parts per 
million of fluorine.® 

The surveys and reports cited constitute only a part of the con- 
siderable scientific evidence attesting to the safety of the recommended 
fluoridation procedure. The association maintains that there is more 
scientific evidence available to substantiate the safety of adding con- 
trolled amounts of fluorides to water than there is for the addition of 
any chemical to a food or food product. At this point let me empha- 
size that neither the Council on Dental Health nor the Council on 
Dental Therapeutics has recommended the addition of fluorides to 
foods. , 

The American Dental Association’s evaluating agencies are not the 
only groups which have appraised the safety of fluoridation. The 
Council on Pharmacy and Chemistry and the Council on Foods and 
Nutrition of the American Medical Association, as well as the Ad Hoc 
Committee on Fluoridation of Water Supplies of the Division of 
Medical Sciences, National Research Council, have reported on the 
harmlessness of the procedure. 

These scientific bodies have appraised the evidence appropriate to 
their findings in a manner similar to that used by the American Dental 
Association’s evaluating agencies. These groups, not allied-in any 
way with the merican Dental Association, considered the evidence 
pertaining to all physiological effects. Medical, as well as dental 
scientists, then, are convinced of the complete safety of the associa- 
tion’s recommended fluoridation procedure. 

In recommending to its State and local societies that they seek to 
accomplish fluoridation of water supplies in their respective areas, 
the association’s evaluating agencies explicitly state that the —— 
be in accordance with standards established by the responsible health 
authority. Obviously, the safety of fluoridation in operation depends 
upon establishing proper standards and employing expert control for 
the procedure and installation; that is, for the appropriate amount 
of fluoride to be added and over the maintenance of the equipment; 
the latter will require both approved equipment and personnel ade- 
quately trained to keep the fluoride introduction at the specified level. 

In the more than 200 municipalities that have fluoridated their 
water supplies, no serious problems have occurred. The process is 
relatively simple from an engineering and maintenance viewpoint. 
Both large and small municipalities have been able to fluoridate their 
water supplies efficiently and economically. Studies designed to im- 
rove the mechanics of fluoridation as well as to increase its dental 
benefits will continue. 


5 Nondental effects of trace quantities of fluorine. Dental Caries and Fluorine, Ameri- 
ean Association for the Advancement of Science, 1946, p. 78. 
* Kick et al.. Fouorine in Animal Nutrition. Ohio Agricultural Experiment Station 


Bulletin, 558, 77 pp. 
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This brings me to the final point contained in the association’s state 
ment of policy. The American Dental Association recommends that 
controlled studies of fluoridation’s benefits continue. The association 
wishes to assure this committee that a thorough scientific appr: aisal of 
all of the reported effects of fluoridation will continue. As in the past 
any reported effect will receive attention. The association is sincerely 
convinced that no pothological conditions will result from proper 
fluoridation. An unobjectionable form of dental fluorosis may appear 
ina small percentage of children. It is obvious, too, that the interests 
of medical and related scientific groups in the nondental effects of 
fluoridation will keep pace with the association’s primary interest in 
the dental effects. In conclusion I would like to recommend in be 
half of the American Dental Association that this committee, if it has 
not already done so, request a statement from, or extend an invitation 
to, these eminent scientists: 

F, S. McKay, Colorado Springs, Colo. 

W. D. Armstrong, University of Minnesota. 

H. T. Dean, National Institute for Dental Research. 

Philip Jay, University of Michigan. 

F. A. Arnold, National Institute for Dental Research. 

O. K. Sagen, Division of Vital Statistics and Records, Spring 
field, Til. 

G. J. Cox, University of Pittsburgh. 

F. A. Bull, director of dental education, State Board of Health, 
State Office Building, Madison, Wis. 

D. D. Ast, director, Bureau of Dental Health, New York State 
Department of Health. 

Edward R. Schlesinger, director, Bureau of Maternal and Child 
Health, New York State Department of Health. 

Elias Elvove, National Institute of Health. 

F. J. McClure, National Institute for Dental Research. 

H. oH Hodge, University of Rochester. 

Isaac Schour, University of Illinois. 

Joseph C. Tam, University of Minnesota. 

R. F. Sognnaes, Harvard University. 

J. F. Volker, University of Alabama. 

K. J. Largent, University of Cincinnati, College of Medicine. 

H. B. McCauley, Baltimore City Health Department. 

A. L. Russell. United States Public Health Service 

Thomas J. Hill, Western Reserve University 

This is a representative but not comp slete list of scientists who have 
reported data obtained in surveys of human population groups or in 
animal experiments which are pertinent to the subject of water fluori- 
dation. If the committee desires, I shall present a number of state 
ments and reports that the association believes should be part of the 
record. 

In behalf of the American Dental Association may I thank you 
for the privilege of appearing here today. 

(The letter submitted by Mr. Doty is as follows :) 

May 17, 1951. 
Dr. Rorert F. Korns, 
Director, Bureau of Epidemiology and Communicable Disease Control, 
State of New York Department of Health, Albany 7, N. Y. 


Dear Mr. Korns: In replying to your letter of April 24, I will summarize our 
information to date on the question of the alleged relationship between fluorine 
and the time of appearance of mammary tumors in mice. 
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According to our information some months past, a brief report was made to 
a closed session of waterworks engineers, city officials, etc., in Texas in which 
data were presented which seemed to indicate that fluorine in drinking water 
at a concentration of 1.0 part per million accelerated the appearance of mammary 
tumors in strain C3H mice when compared with a control group given water 
containing no fluorine. The C3H strain of mice is highly susceptible to this 
type of tumor, about 97 percent of the animals being affected within 8 months 
in our colonies in the National Cancer Institute. The claim was made that 
the incorporation of 1 part per million (F) in the water made the tumors appear 
earlier than usual in these mice. 

In view of the implications of this claim, Dr. H. T. Dean, Director of the 
National Institute of Dental Research, and Dr. H. B. Andervont, Chief of the 
Biology Section of the Cancer Institute, made a visit to the laboratory of the 
investigator in question and examined the protocols of the experiments. The 
following facts emerged: 

1. The initial study was based on 21 controls and 20 experimental mice at 
1 part per million NaF and 13 controls and 13 experimental mice at 10 parts per 
million of NaF. 

” The variation between control and experimental groups was not of suffi- 
cient magnitude, with the sample size used, to meet any statistical test of validity. 

3. It has been the experience of competent workers here and elsewhere in 
the country that these mice vary considerably with respect to the latent period 
of the tumor. This is based on results of many experiments involving thou- 
sands of mice. The early variations in the fluoride experiment easily come 
within the normally expected range of variability and could not be considered 
significant 

$§. The amount of fluorine used was based on 1.0 part per million NaF and 
thus the F concentration was actually 0.4 part per million. 

As a further check, samples of the food ration (Purina Dog Chow) fed the 
mice in the Texas study were obtained and analyzed for fluorine content. Re- 
peated analyses showed that this diet contained between 40 and 45 parts per 
million F. With a hundredfold disparity between food and water fluorine 
intake, it is obvious that any effects of the water-borne fluoride would be 
obliterated. 

In addition, several people have collected data on the human cancer picture 
in fluoride and nonfluoride areas and have found no significant differences in 
individual types or total incidence and mortality or length of survival after 
diagnosis. 

It is unfortunate indeed that this story became so widely circulated before 
it appeared in print where it would be open to public serutiny and criticism 
It is our understanding that the study will not now be published. This is not 
because of any pressure on the investigator but because he was not able to con 
firm his results in a subsequent experiment and is now conducting another 
experiment. From our point of view this is regrettable, since we cannot pub 
licly refute a claim that has never been made publicly and the psychological 
damage done is great. 

We have, however, received word from Ir. Kdward Taylor, director of den- 
tal health, Texas State Department of Health, that the department deplores 
this whole affair and is in process of preparing a bulletin which will refute the 
hypothesis that fluorine has anything to do with breast cancer. This bulletin 
may be of further interest to your group when it appears. 

Sincerely yours, 
NORMAN TOPPING, 
ixssociate Director, National Institutes of Health. 

Dr. Heprick. You may proceed, Mr. Kleinfeld. 

Mr. Kuetnrevp. Dr. Doty, with respect to the names of the eminent 
scientists Which you mention on page 7 of your statement, do you know 
whether all or most of these scientists are members of or associated 
with the American Dental Association or the American Medical As- 
sociation or the National Research Council or the Public Health Serv- 
ice or the American Public Health Association ? 

Dr. Dory. Do I know whether or not these individuals—— 

Mr. Kieinrecp. Are members. 
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Dr. Dory. Are members. All of them of those particular groups ! 

Mr. Kuernrecp. Yes. 

Dr. Dory. Dr. McKay will undoubtedly be a member of the Ameri- 
can Dental Association. 

Dr. Armstrong is a physician. I am not aware as to whether or not 
he holds membership in the American Medical Association. 

Dr. Dean is, of course, a member of the American Dental Associa- 
tion, as well as an employee of the United States Public Health Service. 

Dr. Jay is, of course, a member of the American Dental Association. 

Dr. Arnold. you know. of course. 

Dr. Sagen is not a member of the American Dental Association. He 
has a doctor of philosophy degree. He is not a doctor of dental 
surgery or doctor of medicine. 

Dr. Cox has a doctor of philosophy degree. He is a type of member 
of the American Dental Association. 

Dr. Bull is a member of the American Dental Association. 

Dr. Ast, lam sure, is a member of the American Dental Association. 

Dr. Schlesinger is a physician, so he would not be a member of the 
American Dental Association. 

Ir. Elvove. | ami not sure of his degree, but | belhleve that he IS 
neither a dentist nor a physician. 

Mr. Kueinrevp. I do not think we need to vO further. 

I just want to make this point to you, sir: As you may have heard 
before, we have asked to appear here to testify on the benetits of fluor! 
dation, in addition to the American Dental Association and the Publie 
Health Service. the American Medical Association, the American 
Public Health Association, the National Research Council, and the 
Association of State and Territorial Health Officers. 

It is our understanding that these organizations such as yours, in 
view of their endorsement of this program, are fully conversant or fully 
familiar with the work of most of the gentlemen you mentioned. We 
are leaving it to these associations to pick any witness or witnesses 
they choose to represent them. 

Dr. Doty, you discuss on the first page of your statement this reso 
lution adopted by the house of delegates of the American Dental 
Association. Was the resolution submitted to the membership of the 
American Dental Association ? 

Mr. Conway. May I answer that question / 

Mr. Kiemnrevp. Certainly. 

Mr. Conw sy. The m« mbership of the association does 10t pass on 
policy. Responsibility fol establishing policy Is delegated by vote to 
the group known as the house of delegates, which is comparable to the 
House of Representat ves or the Senate of the United States Govern 
ment. It is the legislative body of the American Dental Association 
elected democratically. 

Mr. Kiemnretp. How many members are there on the house of 
delegates ? 

Mr. Conway. Approximately 380. 

Mr. KLEINFI! Lp. What is the membership of your association ? 

Mr. Conway. The association membership at the moment is ap 
proximately 70,000, a little less than 70,000. There are about 80,000 
practicing dentists in the country. 

Mr. Kirinrety. Was your membership polled in any way to indi- 
cate its views on this resolution ? 
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Mr. Conway. The membership—there is no referendum conducted 
by the American Dental Association. The members elect their house 
of delegates, and they inform the house of delegates as to the poli- 
cies that it should be in favor of when it meets at the annual session. 
As I say, it is very comparable to the legislative body of the United 
States Government. They are elected members of a policy-making 
body. 

Mr. Kuernrevp. Dr. Doty, the resolution adopted by the house of 
delegates of the American Dental Association, does it constitute an 
unqualified endorsement of the fluoridation of the public drinking 
water of the cities of this country ¢ 

Dr. Dory. In my opinion it does. 

Mr. Kuernrevp. Then it is the opinion of the American Dental 
Association that the fluoridation of public drinking water in cities 
of this country is unqualifiedly safe ? 

Dr. Dory. I might qualify that to this extent : That is according to 
the recommended procedures. In other words, this is not something to 
be recommended to be done indiscriminately. It is something to be 
done under the direction of qualified and trained personnel and in 
accordance with the standards which have been established by the 
responsible health authority in each locality. 

Mr. Kuernrevp. Let’s take the city of Washington here. Then this 
endorsement, or this resolution of the American Dental Association, is 
an unqualified statement that no person will be injured in any way 
by the fluoridation of the public drinking water of the city; is that 
correct ¢ 

Dr. Dory. I believe that is the conviction of these agencies. 

Mr. Kiernrevp. And is it the conviction of the American Dental 


Association that no children in the city of Washington will suffer 
from dental fluorosis if this program is inaugurated ¢ 

Dr. Dory. I believe it is their conviction that no children will suffer 
from any objectionable degree of the condition known as dental 


fluorosis. 

Mr. Kieinretp. Who determines, Doctor, what is objectionable 
dental fluorosis ¢ 

Dr. Dory. 1 would say that that is a type of question which could 
be more adequately answered by dental personnel themselves. But 
I think that that represents a degree of concurrence of opinion 
amongst a large number of dentists who have made examinations of 
a large number of children displaying the very mild conditions which 
are all classified under dental fluorosis. 

Mr. Kurinrecp. Did the American Dental Association make any 
independent research studies or investigations before adopting this 
resolution ¢ 

Dr. Dory. As I have indicated, the American Dental Association, 
as such, appoints evaluating committees. The members of those com- 
mittees are men who have actively participated in research studies 
dealing with fluoridation of water supplies. 

The American Dental Association, as such, being a professional 
organization of a particular type which it is, does not actually carry 
on experimental studies of this sort. 

Mr. Kuietnrevp. I have here a booklet, to which we referred this 
morning, entitled “Fluorine and Dental Health, Publication of the 
American Association for the Advancement of Science, No. 19,” pub- 
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lication committee, H. Trendley Dean and Paul C. Kitchin, 1942, and 
an article appears herein entitled “The Investigation of Physiological 
Effects by the Epidemiological Method,” by H.Trendley Dean. 

On page 27 pictures appear indicating the mottling in the various 
categories mentioned by the Public Health Service. 

This was shown to Dr. Dean this morning—this is part of Dr. 
Dean’s article in the book to which I have referred. And I want 
to show these pictures to you and ask you to look at the “mild” classi- 
fication, look at the teeth listed under “mild.” [Presenting document, 
which is reproduced following page 1684. | 

Do you see any mottling there / 

Dr. Dory. I should add, again, that I am not a dentist. No; per- 
sonally I see nothing there which I, as an individual who am not 
expert in this field, would recognize as mottling. 

Mr. Kuernrecp. I would like to show that to the committee, Mr. 
Chairman. 

Dr. Dory. I was looking under the one—— 

Mr. Kiernrevp. I am talking about “mild.” 

Dr. Dory. Oh, I see. I am.sorry; I was looking at the wrong 
picture. I see certain spots indicated on there which I would myself, 
I think, regard as such, as spots. 

Mr. Kuetnrevp. On what teeth do they appear, these spots? 

Dr. Dory. They appear on several of the teeth. 

Mr. Kvernrevp. Front teeth ¢ 

Dr. Dory. They seem to be: yes. 

Mr. Kiernrevp. Is that what you have been referring to as un- 
objectionable ¢ 

Dr. Dory. It is my understanding that this is not representative 
of what is at the present time referred to as mild mottling. 

Mr. Kueinreip. Please answer the question. 

Dr. Dory. I would say that I might find this effect objectionable, 
although I would definitely find it less objectionable than I would 
certain types of restorations resulting from dental decay in such 
teeth. 

Mr. Kurinrecp. Let me ask vou again. Your statement refers to 
certain ty pes of dental fluorosis which you do hot consider objection- 
able. Would you consider the type of dental fluorosis under the label 
“mild” in the picture before you as objectionable or unobjectionable ? 

Mr. Conway. May I ask counsel a question / 

Mr. Kuervrecp. Yes. 

Mr. Conway. Are these actual photographs or artists’ conceptions ¢ 

Mr. Kurernretp. Dr. Dean is here. We will ask him. Are these 
actual photographs ¢ 

Dr. Dean. Actual photographs. 

Mr. Kuervrecp. Now will you answer the question, Dr. Doty? If 
you cannot, we will go on from there. 

Dr. Dory. As I have said, I am not a dentist. 

Mr. Kuernrevp. You represent the American Dental Association, 
do you not? 

Dr. Dory. I represent the American Dental Association in an ad- 
ministrative capacity. 

Mr. Kuernrevp. All right. Please return the pictures. 

You referred, Mr. Doty, in your statement, to the cities of Aurora 
and Joliet, Ill. Now inthe book I have here, Dental Caries and Fluo- 
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rine, a publication of the American Association for the Advancement 
of Science, to which I referred this morning, on page 23 there is a 
table, table 11, entitled “Incidence and Distribution of Endemic Dental 
Fluorosis (Mottled Enamel) in 7,257 Selected White School Children, 
Aged 12-14 Years, Classified According to the Degree of Affection.” 

And here for the city of Aurora, with 1.2 parts per million of 
fluorine in the water, 633 children were examined. 337 were found to 
be normal, or free from any dental fluorosis; 201 were found to be in 
a questionable category, which were included with the 337 normal, so 
that both groups were said to be free from dental fluorosis; 88 children 
were found to have very mild dental fluorosis; 7 were found to have 
mild dental fluorosis. 

In the city of Joliet, with 1.8 parts per million of fluorine in the 
water, 447 children were examined; 181 were found to be normal, 
free from mottling; 153 were found to be questionable. These were 
included with the 181 normal to constitute a total category of children 
in whom fluorosis was not present. 99 children were found to have 
very mild mottling, 14 children were found to have mild mottling. 

Now, this mild mottling which 14 children in Joliet had and 7 
children in Aurora had, that mottling might have been similar to the 
mild mottling set forth in the picture we showed you; is that not 
correct ¢ 

Dr. Dory. Here again I should stress one point—that I am repre- 
senting here and relaying to you opinions of evaluating groups of 
the American Dental Association and not acting as an expert in this 
particular field. 

Mr. Kiervrevp. Mr. Chairman, if we can, I suggest that these 
pictures, appearing on page 27 of an article entitled “The Investiga- 
tion of Physiological Effects by the Epidemiological Method,” by H. 
Trendley Dean, contained in the beoklet entitled “Fluorine and Dental 
Health,” publication of the American Association for the Advance- 
ment of Science, No. 19, publication committee H. Trendley Dean and 
Paul C. Kitchin, 1942, be made a part of the record of the committee. 

Dr. Heprick. If no objection, they may be admitted. 

(The pictures referred to aré herewith inserted.) 

Mr. KieinFrevp. Dr. Doty, you say on page 3 of your statement that— 

At approximately the same time that fluoride in water supplies was determined 
to be the cause of dental fluorosis, dental scientists were reporting findings that 
the incidence of dental decay appeared to be significantly lower in persons af- 
flicted with dental fluorosis. 

Did those things occur at the same time ? 

Dr. Dory. That is intended to represent—beg your pardon—it is 
approximately the same time period. 

I might point out that the condition known as dental fluorosis was 
recognized many years before the cause was recognized. 

Mr. Kiernre.p. Inthe same paragraph on page 3 you state: 

Where objectionable dental fluorosis occurred, the concentration was ordinarily 
found to be several parts per million, in some cases up to 15 parts per million. 

Isn't it a fact that objectionable dental fluorosis has been found in 
communities where the water contains less than several parts per 
million ? 

Dr. Dory. That is my belief; no. Again reflecting the opinions of 
the groups with which I have been associated, I do not believe that 














Norma] 




















CHEMICALS IN FOODS AND COSMETICS 1685 


there has been any significant observance of objectionable fluorosis at 
levels much below 2 parts per million. 

I might point out, however, that from my acquaintanceship with 
the types of work that have been done, there are a number of factors 
that need to be considered in connection with this particular problem. 
However, I think that it is reasonably safe to assume that at levels 
below 2 parts per million there will not be any substantial amount of 
objectionable fluorosis. 

Mr. Kuiernrevp. In this table 11 to which we have referred, there 
is the city, for example, of Kewanee where the water supply had 0.9 
part per million, and in that city 123 children were examined. 65 
were found to be normal, 43 questionable, 13 very mild, 2 mild. That 
is in a concentration of less than 1 part per million of fluorine; is that 
not correct ¢ 

Dr. Dory. I believe that the reported figure for the Kewanee water 
supply is somewhat less than 1 part per million. I do not have the 
table immediately in front of me, but I assume that is correct. 

Mr. Kuervrevp. In the city of Marion, Ohio, where the concentra- 
tion was 0.4 part of fluorine per million, 263 children were examined. 
151 were found to have normal teeth, 96 questionable mottling, 14 
very mild mottling, 2 mild mottling. That is considerably less than 
even | part per million; is that not correct / 

Dr. Dory. Obviously, 0.4 part per million is lower. 

I might comment at this point, that the very fact tht some of these 
spots or mottling, or whatever—lI prefer not to use the word “mottling” 
because mottling has been so definitely associated with fluorosis. The 
two are, of course, not necessarily identical. But there are reports of 
the finding of spots on the teeth of children in areas which are essen- 
tially free of fluorides. 

I do not believe that the articles to which you refer are intended 
to indicate that in every instance those observed spots are truly 
fluorosis. But I think that they are the record to the best of the ability 
of the observers of such conditions as they observed in those areas. 

Mr. Kurtvretp. Well, then, you are saying that the observer in this 
case, apparently the Public Health Service, just doesn’t know whether 
it is mottling caused by dental fluorosis or not / 

Dr. Dory. As far as I am aware, the recognition of the condition 
and its description as fluorosis is dependent upon several factors: 
The actual appearance of the condition itself, and the association 
of that condition with an intake of water containing fluorides. I 
think that similar spots or appearances on teeth may be found in areas 
where the water is completely or essentially free of fluorides, and it 
may not always be possible for the observer to differentiate between 
the two. 

Mr. Kierrevp. Well, then, are we to rely on the statistics and ex- 
periences in localities which have natural fluorine in their water or 
not ¢ 

Dr. Dory. I would say that there is a high degree of reliance 
to be attributed to such figures. If there is any error, I think it is 
on the side of reporting more than might actually have been caused 
by the fluorides. 

Mr. Kiernrevp. You would recommend that we be conservative in 
that respect, would you not ? 

Dr. Dory. Obviously. 





1686 CHEMIGALS IN FOODS AND COSMETICS 


Mr. Kuernretp. On page 3 of your statement, Dr. Doty, the last 
sentence of the second full paragraph on that page, you say: 

Today dental scientists safely anticipate a reduction of 60 to 65 percent of the 
number of cavities ordinarily expected in a given age group, if that group has 
been drinking fluoridated water during the dental formative years. 

Just what do you mean by “safely anticipate” ? 

Dr. Dory. That is based upon the, shall I say, average, or the ex- 
perience genera |ly in the auaber of epidemiological studies as well as 
the number of direct addition studies which indicate that those are 
approximate figures representing the lower amount of caries that may 
be anticipated in the fluoridated as compared to the fluoride-free 
waters. 

Mr. Kieinretp. Would it be a sound statement to say at this time 
that the employment of sodium fluoride in drinking water will reduce 
the incidence of dental caries by 65 percent if 1 part per million of 
fluorine is added to the water? 

Dr. Dory. Where 1 part per million of fluorine is present in the 
water and is utilized by the children during their dental formative 
period, I would say this is a reasonably conservative estimate. 

Mr. Kuernrecp. And on what is that based ? 

Dr. Dory. Based, as I say, upon the actual findings on epidemiologi 
cal studies in areas where fluoride is in the water, plus the correlation 
of those findings with the findings in areas where the fluoride had been 
directly added to the water. 

Mr. Kiernrevp. So in this case you are relying quite a bit on the 
localities where natural fluorine is present in the water; is that 
correct ¢ 

Dr. Dory. I think that that is so obvious and so obviously desirable 
that no other assumption could be made. 

Mr. Kuernrevp. And you are relying also on the pilot study cities 
which are presently conducting experiments with the addition of 
sodium fluoride to the water ? 

Dr. Dory. That is correct. 

Mr. Kietnretp. Which ones have reported a 65 percent reduction 
of the incidence of dental caries where 1 part per million has been 
added ¢ 

Dr. Dory. As I indicated to you, I said the correlation of the find- 
ings in the areas where it is added to the water supply with the find- 
ings of the epidemiologic surveys. 

The point is that this total anticipated benefit is not derived in 1 
or 2 or 3 years, it is derived when the children use this water autite 
the entire formative period of the teeth. However, from the epidemi- 
ologic studies, it is apparent that the children begin to derive these 
benefits at an earlier age, having had the use of the water throughout 
all of these periods of time, and the results obtained at the various 
stages in these direct addition experiments have been the results to be 
expected at those particular time intervals. In other words, those re- 
sults correlate with the results as found and predicted from the epi- 
demiologic studies. 

Mr. Kuiernretp. Dr. Doty, on page 4 of your statement you say : 

Slight adjustments of the ratio of 1 part per million may be desirable ac- 
cording to the quantity of water normally imbibed per individual in a particu- 
lar geographical region. 
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How would you define “slight adjustments”? What would they 
amount to? 

Dr. Dory. Well, here again you are asking for a statement from an 
individual who is not an authority on that particular phase. I would 
say, however, that those adjustments probably would not be expected 
to exceed one-half part per million. 

Mr. Kirinrecp. Can you say definitely, if you know, whether these 
adjustments have definitely been determined for particular localities 
in this country ¢ 

Dr. Dory. You mean the evidence in regard to that or whether or 
not actual fluoridation procedures? 

Mr. Kiernrecp. Whether the proponents’of the fluoridation of pub- 
lic drinking water have determined for particular localities what 
slight adjustments are necessary for those particular localities ¢ 

Dr. Dory. There is some evidence in that regard; yes, sir. Dean 
has shown from studies in certain areas, which I hope that he has 
brought before you already, that the benefit may be derived—the 
studies were carried out in Georgia, I believe—that the benefits may 
be derived from the presence in the water supply of a concentration 
less than 1 part per million. The presumption is, I believe, that that 
is due to the fact that the amount of water consumed by the indi- 
viduals there is somewhat higher on a per-day basis than in the other 
climate. 

Mr. Kiervreip. Would it be safe or advisable to proceed with flu- 
oridating the water of a particular city unless that ratio had been 
fixed with some certainty, that slight adjustment made? 

Dr. Dory. It would be my impression that the proper authorities 
who are controlling this procedure in the various municipalities would 
very carefully examine all existing data, and it would be my impres- 
sion that they would tend to be conservative in their estimate on the 
amount to be added in such an area. 

Mr. Kiervretp. What data would they examine ? 

Dr. Dory. I think that they would examine all data pertaining to 
the water intake of the individuals and such studies as that to which 
I have just referred, of Dean in Georgia. 

Dr. Heprick. Do you feel all right, Dr. Doty ? 

Dr. Dory. I would rather go ahead and finish. 

Dr. Heprickx. You do not feel too well, though, do you? 

Dr. Dory. No; I have been sick today. 

Dr. Heprick. Do you feel like finishing? 

Dr. Dory. I would like to serve the committee as far as I can. 

Dr. Heprick. All right, go ahead. 

Mr. Kiernrevp. I will try to make it as short as I can. 

On page 5, Dr. Doty, you say: 

It has also been shown that the elimination of ingested fluorine by way of 
perspiration, urine, and feces is practically complete when the fluorine ingested 
does not exceed 4 to 5 milligrams daily. A survey of the amount of fluorine in 
urine specimens of high school boys and young selectees shows that the con 
centration of fluorine in the urine is almost identical with the concentration 
in the drinking water up to about 4.5 parts per million. 

Now you say that the elimination is practically complete. Would 
you please explain that ? 
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Dr. Dory. As I recall, in the experiments of McClure, balance 
studies, I believe that they accounted for more than 90 percent of 
the ingested fluorides in the excreta. 

Mr. Kuewreip. Dr. Doty, are you familiar with various statistics 
indicating mortality rates, morbidity rates, and similar figures? 

Dr. Dory. I would not pretend to be an expert in that field. 

Mr. Kueinre.p. For example, this morning the Public Health Serv- 
ice gave us two attachments, attachment C and attachment D, Attach- 
ment C was labeled “Cancer morbidity and mortality rates per 100,000 
for cities with varying concentrations of fluorides in the public water 
supply.” Different States were taken in this attachment, and the mor- 
tality rate given for 2 years—I believe there are about six cities in 
four States picked, and the mortality rate for 100,000 of the population 
was given. Comparison was made with the amount of fluorine in the 
drinking water of those cities and States. I want to show you this 
attachment C and ask you whether those figures are statistically sig- 
nificant. 

Dr. Dory. As I have indicated, I am not an expert in the field of 
vital statistics. I might suggest that one of the individuals included 
on the list here, O. K. Sagen, of the Division of Vital Statistics and 
Records, Springfield, Ill, would be an individual better qualified to 
render an authoritative opinion to the committee on that subject. 

Mr. Kueinrevp. For example, using these figures for what they are 
worth, someone has sent to this committee excerpts from the United 
States Bureau of Vital Statistics—*Crude total death rate per 100,- 
000.” They give these figures, for example: 

They give the New England area, which apparently does not have 
fluorine naturally in its drinking water, and say that apparently 2.6 
deaths per 100,000 in New England occur from appendicitis. In the 
Mountain States, where apparently some fluorine does occur naturally, 
S.1 people out of 100,000 died from appendicitis. Would those figures 
mean anything to you at all? 

Dr. Dory. | would think that all vital statistical data must be 
analyzed carefully and by experts who are trained to recognize the 
points where errors might creep in. 

Mr. Kieinretp. In other words, would it not be entirely illogical 
to say that because 2.6 people in New England of 100,000 died of 
appendicitis and New England did not have naturally fluoridated 
water, and 8.1 people out of 100,000 in the Mountain States died from 
appendicitis and the Mountain State people had naturally fluoridated 
water, therefore fluorine had something to do with appendicitis ¢ 

Dr. Dory. Iam afraid I got a little bit lost in all of that. 

Mr. Kureinreip. | will just ask one more question, Doctor. 

Mr. Jones. Mr. Chairman, this man said he is not an expert on 
that. I submit that Mr. Kleinfeld keeps pressing him for an opinion 
which would not amount to much if we did get it. I think we are 
just wasting time going ahead with such a line of questioning. He 
does not pretend to be a competent witness on this, so let’s get. some- 
one who 1s. 

I am not criticizing Dr. Doty, because that is not. his field. 

Mr. Kriernretp. Dr. Doty is a scientist and he is testifying. I asked 
him whether he could give any opinion on these statistics. If the com- 
mittee doesn’t want to hear it, it is quite all right. 
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Mr. Jonrs. You were also trying to infer because they have fluorine 
in the water out in the Mountain States they have appendicitis. 

Mr. Kiernreip. No; I am not. 

Mr. Jones. I am trying to say Dr. Doty has told you a lot of other 
factors have to be taken into account—the number of doctors in the 
community, for instance. 

It seems to me we are putting these people on, trying to persecute 
these people because they have given you their findings, and you have 
taken an attitude here that is wrong. I do not like the line of testi- 
mony or questioning that we have followed here today at all. 

I am sorry to have made this outburst. 

Mr. Kuernretp. No further questions. 

Dr. Heprick. No more, Mr. Kleinfeld ? 

Mr. KiernFexp. No. 

Mr. Jones. I want to make a statement here. I think that we have 
followed a line of questioning, Mr. Chairman, and we have tried, it 
appears here today, the line of questioning because the Public Health 
Service has made a recommendation. And it seems that in this com- 
mittee there has been, apparently, an attempt to pit the Public Health 
Service against the Food and Drug Administration. I think that some 
of us, at least, have been prejudiced in that. I hope that I am not 
prejudiced in it, and I would like to see fairness prevail. 

I think that what we have done here—here, one member of our com- 
mittee introduced a bill asking for fluoridation of water, or at least 
proposing it, and apparently has taken a different position now. I 
think we have had the most competent witnesses before us. I think 
they have given us some valuable evidence. 

As far as the fluoridation of water is concerned, personally I am not 
committed one way or another. I think that what we have had here 
today, they have to be weighed as to whether we consider the benefit to 
be derived from the fluorine in the water in reducing the caries in 
teeth—that would have to be balanced—against any discoloration 
that might appear on the teeth. 

I think that is going to be a matter for the public or the public 
officials to decide. 

I would like to ask you, as a scientist, Dr. Doty, is the amount of 
fluorine that we would ingest in food such that it would have the same 
effect as the amount of fluorine ingested in water ? 

Dr. Dory. There may be some presumption in that regard, but I 
do not think that it has been adequately tested. 

Mr. Jones. In other words, you don’t know? 

Dr. Dory. We do not know, because there are not adequate experi- 
ences the way there is in fluoride in water. 

Mr. Jones. Would that be the reason that the American Dental 
Association has not made a recommendation of addition of fluorine in 
foods? 

Dr. Dory. That is correct, because of the conservative policy. 

Mr. Kiernreitp. Mr. Jones, may I say that if it is the view of the 
committee that the question has been unfair or hostile, I will withdraw 
from further questioning on this or any other subject. 

Mr. Jones. I am just expressing my personal opinion on this. Every 
other member of the committee has the right, and I am sorry the whole 
committee is not here, as I would like to express that before the whole 
committee. 
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Dr. Hepricx. Mr. Horan. 

Mr. Horan. I would like to thank Dr. Doty for appearing here 
today. 

I want to make my own position clear, because I might be one of 
those that could be accused of pitting the Public Health against the 
Food and Drug. Iam not doing that. 

Dr. Heprick. You don’t look well to me, Dr. Doty. Have you any 
fluorine in the great State of Washington, Mr. Horan / 

Mr. Horan. We import it. | Laughter. | 

I want to say this: In the orderly management of our governing 
bodies I feel that we must first have those capable of finding the facts. 
I am sorry myself that 1 did not get a chance to question Dr, Dean 
further this morning, because I think he is our great repository of 
information in the field of fluorine and its appearance in nature and 
industry and in medicine. I wanted to develop findings of its use in 
nature and findings of its use in industry in the problems that have 
grown through the vears, and to superimpose upon that the problems 
of finding the tolerance that we could use safely in the management 
of our municipalities and our cities and society in general. But I 
did not get a chance to do that. 

[ did ask you to amplify vour remarks, Dr. Dean. I think we would 
be remiss if we did not have further information from Dr. Dean and 
place him on the stand. 

I say that, I think, with lack of levity, because he can answer these 
questions, and obviously Dr. Doty has excused himself as a qualified 
witness in this regard. He is merely passing on to us the findings of 
a long list of scientists of which Dr. Dean is one. 

If we want to inquire deeply into this, we had better get the man who 
can answer those searching questions, in my opinion. After we have 
found those, then IT would like to say to the Food and Drug or to 
our municipalities: Here is what should be done: I assume that in 
the summertime if you do fluoridate your water, you put less in it; 
and in the wintertime, if you fluoridate your water, the tolerance can 
he raised. 

Those are things that intrigue me. I would like to know the answers 
if you are going to fluoridate. 

Now. obviously, it has been accepted by a lot of our municipalities, 
and upward of 4 million people, T guess, drink artificially fluoridated 
water. Is that true? 

Dr. Dory. I do not have the immediate figures here. There is 
something over ZOO municipalities. 

Mr. Conway. I might add that a survey was done by the American 
Dental Association through its components and constituent societies 
for that information, and it was reported to the association that about 
214 municipalities have already fluoridated. 

Mr. Horan. We have a problem here that deeply affects me, because 
I believe in the autonomy of municipalities. We are very practical 
to have that autonomy. 

My problem then resolves itself—what safe advice can the Federal 
Government give to municipalities who are fluoridating the water 

Mr. Conway. The American Dental Association believes firmly in 
that stand too. In fact, that is inherent in our resolution. We merely 
recommend to our component and constituent societies that they take 
steps, and we recommend to them how they should do that. In other 
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words, they must work through the local dental society and under the 
guidance of responsible health authorities. We make the recommen. 
dation qualified in that way. 

Mr. Horan. Involved here also—and this is not directed to you, 
Dr. Doty, it is directed to Dr. Dean—I do not want in any way to try 
the very reliable and very responsible chemical companies here. So 
in amplifving your remarks, Dr. Dean, when we discuss the effect on 
the bone structure of the body of miners who mine it, and those who 
process it, and those who may have bagged and may have transported 
it-—and vou stated there were adverse effects, but further studies have 
shown on getting away from fluorime they recover, 1 want to know 
what has been done by those industries to make sure that that did not 
recur, because | have every faith in their responsibility. 

And we want the Public Health Service to exist. and we want the 
Food and Drug to exist to make sure that our society profits by ac 
quired or aecumulated knowledge, and that we make life longer and 
rs of fact and a proper application of fact 


life safer by proper findin 
after they have it. 

The only trouble we have here on this fluoridation question is, 
I think, it has moved out of the field of medicine into the field of 
politics. It looks that w tv to me. If it is voing to be in the field of 
politics I do feel responsible in order to protect 214 municipalities 
from any Federal interference. I waht to pay ray respects to you, 
Dr. Dean, as a man in the Public Health Service who has done a 
eood job. 

Mr. Conway. Might I say something? The association selected 
Dr. Doty because they believed he was well quahified in the tield of 
biological and phvsiolog cal aspects of the fluoridation question. In 
other words, the association felt this committee was more interested 
in the safety factors, and that is why Dr. Doty was selected, he being 
a qualified expert in the field ot biochemistry and physiology. 

Mr. Horan. Th =s committee, of course, exists to find these facts 
by mobilizing the wisdom of the Nation on these facts, and In most 
cases we have been very happy with the witnesses. 

I want to sity for Mr. Kleinfeld that I think he has been reason 
ably good, but I think vou are a little bit “hep” like some people here 
In Washington, Vincent, on this fluoridation thing. It is a big thing 
In the papers and the papers have been playing it up, and it is in 


triguing. I know that. But usually vou have been pretty fair. 
lam inclined to agree with Paul today that you were a little prose 
cuting oh some of these bovs, and that is not what we exist for. 


Dr. Heprick. Is that all the questions ? 

Mr. Horan. That is not a question. 

Dr. Heprick. Dr. Doty, 1 would be glad to know what is the largest 
amount of fluorine found in water normally that is used for drinking 
purposes 1 this cou itry al din what kind of city is it used ? 

Dr. Dory. At one time the town of Bauxite. ‘Ark.. WaS USING A 


water supply [halting |—— 


Dr. Heprick. Don't bother about answering if you do not feel well 
enough. 
Dr. Dory. (continuing). Found to contain 14 parts per million o1 


slightly higher. 
Dr. Heprick. Fourteen ? 
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Dr. Dory. Yes. They are not at the present time using that water 
supply. 

Dr. Heprick. Why did they quit it? 

Dr. Dory. Because of the mottled enamel. 

Mr. Horan. There is a nurse on the floor and I think we should 
call her, Camille. 

Dr. Hepricx. Mr. Kleinfeld, anything else? 

Mr. Kiernrecp. No. 

Dr. Hepricx. The committee will stand adjourned. 

(Whereupon, at 4:35 p. m., the committee was recessed to recon- 
vene at the call of the Chair.) 
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TUESDAY, MARCH 4, 1952 


House or RepreseNTATIVES, 
SeLcecr Commirree To INVESTIGATE THE 
Use or CuEeMIcALs IN Foops anp CosMeETIcs, 
Washington, D.C. 

The select. committee met (pursuant to H. Res. 74, and H. Res. 447, 
82d Cong., Ist Sess., continuing the investigation and study begun 
under authority of H. Res. 323, 81st Cong., 2d Sess.), at 10 a. m., in 
room 445, Old House Office Building, Hon. James J. Delaney, chair- 
man, presiding. 

Present: Representatives Delaney of New York, Hedrick of West 
\ irginia, Abe nethy of Mississippl, Jones of Missouri, and Miller of 
Nebraska. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel. 

The CHatrrman. The committee will come to order. 

Call the first witness, Mr. Kleinfeld. 

Mr. Kuernrevp. Is Dr. Porterfield here? 

Dr. Porrerrrecp. Yes. 

Mr. Kuernrevp. Please take the stand. 

The Cuamman. Remain standing, Doctor. Your name and ad- 
dress ¢ 

Dr. Porrerrtevp. Jolin D. Porterfield, director, Ohio department of 
health, Columbus, Ohio. 

(The oath was administered by the chairman. ) 

The CHAIRMAN. You may proceed. 


TESTIMONY OF JOHN D. PORTERFIELD, M. D., SECRETARY-TREAS- 
URER, REPRESENTING THE ASSOCIATION OF STATE AND TERRI- 
TORIAL HEALTH OFFICERS 


Mr. Kiernreip. Dr. Porterfield, where did you receive your degree 
of Doctor of Medicine? 

Dr. Porrrrrietp. Rush Medical College of the University of Chi- 
cago. 

Mr. Kuernrevp. In what year? 

Dr. Porrerrrecp. Nineteen hundred and thirty-eight. 

Mr. Kuetnrevp. Generally what has your professional career con- 
sisted of since that time ? 

Dr. Porrerriecp. 1 have worked in clinical medicine, in mental 
hygiene, and most particularly in public health administration. I 
have a degree of master of public health from Johns Hopkins School 
of Hygiene and Public Health, 1944, and have been since 1947 the 
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director of health of the State of Ohio. I have been for the last year 
and a half the secretary-treasurer of the Association of State and 
Territorial Health Officers. 

Mr. Krernreip. And the statement you have is the statement of the 
Association of State and Territorial Health Officers ? 

Dr. Porrerrieip. Yes, sir. 

Mr. Kuirryrecp. Will you please read your statement. 

Dr. Porrerrietp. May I express my appreciation to the committee 
for extending its hearings on the question.of fluoridation of public 
water supplies and for affording me the opportunity to present the 
views of the Association of State and Territorial Health Officers and 
the basis for such views. Frankly, at the time I requested this priv- 
ilege I was somewhat puzzled by the committee counsel's advice that 
the association’s position had been made a matter of record, and that 
rather than appearing before the committee the association represent - 
ative should file a statement. The puzzlement came from learning the 
published list of witnesses which the committee had initially invited 
to testify. It seemed unusual in the development of objective evi- 
dence on this question that those most responsible for judgment on 
these matters in the several States should not be solicited for a report 
of their experience. 

I think it desirable at the outset of my testimony to outline briefly 
the position of a State health officer. As the executive a in 
his State for extensive and comprehensive programs of public health 
and preventive medicine, he is emia’ with the necessity of knowing 


a very great deal about a great many things. 
The health and the lives of millions of citizens depend to a great 
extent upon his knowledge and upon his judgment. The daily real- 


ization of this sobering responsibility naturally tends to make him 
eonservative and to condition his judgment upon a careful evalua- 
tion of the advice, recommendations, and evidence which are presented 
to him. 

Now it seems to me obvious that a State health officer in making 
his decisions must depend heavily on the old saying that the next best 
thing to knowing is knowing where to find out. He cannot be a com- 
plete expert in every field in which he is concerned. He depends 
heavily therefore, upon the staff of qualified experts in his depart- 
ment and upon those recognized scientific groups which his experience 
has shown him are able to give him the advice he needs. If he is an ex- 
pert, it must be in his ability to know whose advice to take. He must 
know whether his advisers have competence in the particular field, 
whether they are affiliated with an organization or institution of high 
integrity and, finally, whether the recommendations made are based 
on reasonably adequate evidence. The record and reputation of this 
association, composed of the chief health executives of all the States 
and Territories of the United States, is understandably, therefore, a 
conservative one, and it is considered by those with whom it deals as 
being cautious in its development and adoption of policies on matters 
of health. 

It is not my purpose here to review in detail the extensive research 
reports which have been made since Crichton-Brown first suggested in 
1885 in England that fluorine was an inhibitor of tooth decay. The 
statements or reports of the United States Public Health Service and 
the National Institute of Dental Research, of the ad hoc committee on 
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fluoridation of water supplies of the National Research Council, and 
of other competent bodies have been or will be, I hope, made a part 
of the committee’s records with appropriate expert explanations. 

Too voluminous for any one record, and for that matter never col- 
lected in one place, are the many considerations given in various in- 
dividual States by health departme nt personnel to the questions of 
effects on human health and on teeth of high concentration of natural 
fluorides in water supplies, of the high incidence of dental caries in 
areas With water supplies containing relatively no fluorides, and over 
the last 6 years of the effect of artificial water fluoridation. For in- 
stance, in Ohio, for many years the State health department in its 
mobile trailers has ex: amined the teeth of approxim: ite ly 150,000 school 
children a year and has found that as a general average 85 percent 
of those examined have dental caries. Not in minor degree but with 
an average of six carious teeth per child. Also for many years in 
Ohio we have checked the natural fluoride content of public water 
supplies. We have noted the facts that we do get mottled enamel 
but lessened caries incidence in populations drinking waters with high 
fluoride content, that we do not get mottled enamel but do get higher 
caries rates in populations drinking fluoride-free water, that the op- 
timal balance bet ween as little and as mild mottled enamel as possible 
and as great a reduction of caries incidence as possible is achieved at 
water fluoride levels coinciding very closely with those findings which 
have been published. We have observed from time to time the com- 
parison of death rates from all causes and from selected causes be- 
tween those areas with up to three parts per million of fluorides in the 
drinking water—Ohio’s strongest concentration—and those areas with 
none, and have found no significant differences. 

This sort of thing has been done in many of the States and pub- 
lished in some. It constitutes a background for the fact that in Oc- 
tober 1950, the Association of State and Territorial Health Officers 
considered and adopted by vote of the total membership a resolution 
approving the artificial fluoridation of public water supplies for the 
partial control of dental caries, where the medical and dental profes- 
sions concur and where communities can meet the standards of the 
State health authorities. The association since that date, with con- 
tinuing attention, has found no reason to reconsider that position. 

I would call your attention to the conditions of approval. It was 
the intent—and it is in the policy of the State of Ohio for one—that 
local physicians and dentists would have to concur in this judgment 
and thereby would be alerted to recognize any possible medical or 
dental reason which might arise making fluoridation undesirable. It 
was the intent—and it is the requirement in at least 45 States to my 
knowledge—that such program can be installed only where adequate 
facilities and competent personnel are available for the actual fluorida- 
tion and its continuing control. 

[It must also be pointed out that the determination to fluoridate a 
water supply rests with the community. Our approval is in no way 
mandatory legislation and no such program is initiated in any com- 
munity until the governmental sedehed ntatives of the community de- 
termine it shall be done and meet the conditions imposed. 

Even in the study communities—Grand Rapids, Newburgh, Evan- 
ston—all official parties had to agree before the investigations were 
begun. Such agreement was made after it had been determined that 
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there was no danger to the population in carrying out these studies. 
On the evidence to date, there is no reason why they should be stopped 
but there is now evidence that the program should be continued. 

One last point. While the substantial burden of investigative re- 
ports show a safely wide margin between the amounts of fluoride 
recommended for caries control and the amounts which will cause 
acute or chronic fluoride poisoning, it is true that the caries-controlling 
concentration approaches that producing mild mottling in a small 
percentage of individuals. I do not think this constitutes a valid 
objection to the proposal. The mildest mottling is apparent only on 
skilled clinical examination. Even in the occasional case where mild 
mottling might be more visible, it could be objectionable only on es- 
thetic or cosmetic grounds. On the other hand, caries formation is ob- 
jectionable on the grounds not only of esthetics but of health. If | 
had to choose between 10 percent of the community’s children having 
mild mottling and 88 percent of them having extensive caries | would 
unhesitatingly choose the mottling. And I have no doubt that I 
speak for all the State health officers in making that choice. For that 
matter, as a father of two appearance-conscious teen-agers, I have no 
hesitation in making the same choice. Nor, they assure me, would 
they. 

In conclusion, may I reiterate that I make no attempt to provide 
the committee with elaborate technical data in explanation of the stand 
of the Association of State and Territorial Health Officers. These 
data are available from many persons directly engaged in the fluoride 
studies. The State health authorities, recognizing their responsibility 
not only to protect the public health but to promote the use of effective 
disease-control practices, after review of the evidence, have seen fit to 
endorse and recommend controlled water fluoridation for the partial! 
prevention of tooth decay. The association took due cognizance of the 
alleged hazards of this practice and found no supporting evidence. 
The association is seriously concerned with the kind of information 
given credence in this hearing and urges that extreme care be used in 
weighing the evidence which in the view of the State health authorities 
of the United States is overwhelmingly in favor of the general use of 
controlled fluoridation of public water supplies. 

The CHArrmMan. Will you give me the authority for the last sen 
tence: “The Association is seriously concerned with the kind of infor 
mation given credence in this hearing and urges that extreme care be 
used in weighing the evidence.” 

Did you contact every other member of the association? Did you 
have a vote on this? 

Dr. Porrerrie.p. During the time, sir, that the association is not in 
its meetings of total membership, there is an executive committee 
which acts for the association and is usually under fairly careful 
instructions as to its actions. This was discussed with the majority 
of the members of the executive committee who were concerned at the 
first publicity they saw concerning it. 

The Cuarrman. Tell us more about that. Is there any objection to 
the people who have been called here as witnesses before this com- 
mittee ? 

Dr. Porrerrrecp. No, sir. 

The Cuamman. Do you object because their opinions do not hap- 
pen to agree with the members of the association ? 
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Dr. Porrerrieip. No, siz 

The Cuamman. Then give us the reasons for this statement. This 
is a prepared statement. You have had an opportunity to think of it. 

Dr. Porrerrietp. The objection was in the face of the possibility 
on the first publicity which came out, sir, that these witnesses which 
had been invited were the only ones who would be invited. 

The Cuamman. Did you find that to be a fact ? 

Dr. Porrerrrep. Without knowing what causes changed it, it is 
not now a fact; no, sir. 

The CuairmMan. It is not now a fact? 

Dr. Porrerrtecp. ‘That is correct. 

The CHatrman. Then you were unduly apprehensive at that time ; 
is that correct ? 

Dr. Porrerrretp. I was apprehensive. I do not know how unduly. 

Che Cuatrman. Have you or your association ever conducted any 
controlled experiments to show the effect of fluorine on teeth? 

Dr. Porrerriretp. The individual members of the association in 
their separate departments have from time to time done studies of 
that sort, yes, sir, as far as the effect of fluoridation of water or the 
presence of fluorine in water. 

The Cuamman. Will you elaborate on that? Give me a specific 
example of what they have done and over what period of time. 

Dr. Porrerrietp. Well, in the Ohio Department of Health, which 
has been referred to briefly in the statement, we have, over a period of 
approximately 10, 11 years, done examinations of school children in 
the communities of Ohio. The data collected in the examinations 
have been placed on cards and collected over a period of time. 

The Cuamman. Have you filed a report on that? 

Dr. Porrerrtetp. Published ? 

The Cuamman. Have you published a report? 

Dr. Porrerriecp. Not in the literature; no. 

The CaatrMAN. Do you not think that if you have all that informa- 
tion you should bring it to the attention of this committee by either 
tiling a report or giving the benefit of that information to us? 

Dr. Porrerrireip. I would be very happy to, sir, but I could not do 
that in the period of time that I had. 

The Cuairmman. Do you feel that there should be additional infor- 
mation on this subject? Do you feel that you have sufficient informa- 
tion now to say without any qualification that fluorine should be added 
to water ina limited quantity ¢ 

Dr. PorTerrie.p. It is my personal opinion and the opinion of the 
association that sufficient evidence has been collected and published 
to warrant the addition ‘of fluoridation to water for the partial control 
of dental caries. 

The CHarmman. Just what amount of fluorine would you say is 
safe ¢ j ; 

Dr. Porrerrieip. I would say approximately 1 part per million. 
It would have to vary depending upon local conditions. 

The Cuamman. Are you familiar with the method of mixing the 
fluorine in water ? 

Dr. Porrerrte.p. I have had it described to me, sir, by my engineers. 
I would not be able to do it myself, no. 

The Cuarrman. And you are absolutely satisfied that the amount 
can be controlled to 1 part per million ? 





1698 CHEMICALS IN*FOODS AND COSMETICS 


Dr. Porrerrietp. Within such limits of tolerance as would not have 
any effect; that is right, sir. 

The CuatrmMan. You believe it can be? 

Dr. Porrerrtevp. Yes, sir. 

The CuHatrman. We in Congress are accused of many things. Now 
there is great objection to the socialization of medicine, particularly 
by the medical group, and one or two have brought to my attention 
the fact that this is just getting our feet wet, so to speak. Have you 
any thoughts on that subject ? “It is claimed that this is mass medica- 
tion. There are some religious groups who object to it. Have you 
discussed this phase with members of your association ¢ 

Dr. Porrerrieip. Those discussions were carried on among members 
of the association before the association took its action; yes, sir. As 
far as medication is concerned, it was our feeling that this is rather 
preventive than treatment, and therefore there does not follow much 
of the problems that must follow in a mass medication. It has to do 
not with the treatment of caries or the cure of a carious condition, 
which it could not do, but with the prevention of it, in the same way 
that we have nutritional programs in most of our State health depart- 
ments in which we recommend certain diets, certain practices on the 
part of homemakers, which is not treatment but which does prevent 
disease. 

The Cuatrrman. Are you satisfied in your mind, and the members 
of your association, that this is not the beginning of so-called sociali- 
zation of medicine? Is it not a trend in that direction? 

Dr. Porrerrrep. That has been the subject not only in fluoridation 
programs but in most of our programs, sir—the question of how much 
socialization or how much governmental assumption of activity our 
programs carry on. While the association has never issued a positive 
statement with respect to any of the Federal proposals which are 
grouped under the title “socialized medicine,” it is my personal opinion, 
and I am sure that almost without exception it is the opinion of the 
membership of the association, that this is not socialization of medi- 
cine as that term is ordinarily defined, and we would not be partial to 
it from that point of view. 

The Cuamman. Rather endorse it than object to it? 

Dr. Porrerrrerp. I do not follow that. 

The CHamman. You endorse this practice rather than object to 
it ¢ 

Dr. Porrerrietp. Yes. 

The Cuatrman. Mr. Kleinfeld? 

Mr. Kuietnre vp. I have no questions. 

The CHatrman. Dr. Miller? 

Dr. Minter. Dr. Porterfield, it says here “statement submitted on 
behalf of the Association of State and Territorial Health Officers.” 
Are you a health officer ? 

Dr. Porrerrievp. Yes. 

Dr. Mitier. What State do you represent ? 

Dr. Porrerrtecp. The State of Ohio. 

Dr. Miruer. The State of Ohio? 

Dr. Porrerrieitp. Yes, sir. 

Dr. Mitter. How long have you been a health officer there? 

Dr. Porrerrteip. Since 1947. 
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Dr. Miter. I see. I was State health officer in Nebraska—— 

Dr. Porrerrrecp. So I understand. 

Dr. Mitzrer. Eleven or 12 or 13 years ago. So I am not unfamiliar 
with the methods used by the State health departments and also on 
the national level of putting pressure on little fellows like you and 
me down at the State level. I had a lot of pressure put on me. 

For instance, when we were ready to put on an immunization pro- 
gram in Nebraska we got into quite a battle between the public health 
people and the Children’s Bureau as to who should pay for it. Of 
course, being a State health officer I was looking for all the money I 
could get, and the fellows that offered the most money we accepted. 
You do that too. And then they wanted to tell us how to do that pro- 
gram. So I am not unfamiliar with the pressure tactics on the higher 
level that are put down on the State as to dangling money before them 
to do these things. 

Now there are 48 State health directors and one from each of the 
Territories, is that right ¢ 

Dr. PorrzrFieLtp. Yes, sir. 

Dr. Miriter. Did you have a meeting, and if so, when, relative to 
recommending fluoridating water? Did you do that as a group or did 
that come down from a national level ¢ 

Dr. Porrerrievp. If I may recount, sir, within the past 10 years— 
and I guess since you were State health officer—the conference of State 
health authorities with the Surgeon General of the Public Health 
Service and with the chief of the Children’s Bureau has continued, but 
in 1942 the State health officers formed the Association of State and 
Territorial Health Officers, an independent, voluntary organization, 
obviously with restricted membership, but with no dependency on 
anyone but their own State government. 

I may say that 

Dr. Mitier. Did you have a meeting then just of your group, or did 
it come from stimulation at the top to have fluoridation of water ? 

Dr. Porrerrtetp. No, sir. As a matter of fact the stimulation for 
consideration of this question came from one of our own group. 

Dr. Minter. And has your group made any examinations yourself 
as a group of what happens when fluorine is put in the water, or did 
you take the word of someone else like Dr. Arnold or Dr. Dean, who 
are m the Public Health Service? Whose word did you take? Did 
you have any individual scientific examimations as a group ¢ 

Dr. Porrerrteip. ‘The association as such did not conduct any sur- 
veys or investigations of their own. 

Dr. Minxer. I see. 

Dr. Porrerrietp. The individual State health officers have done in- 
vestigations both into the literature and into the practice in their State 
and have reported these at least to each other in these meetings. Some 
of them have been published, too. 

Dr. Mitter. Yes. Well, the other day I pointed out some papers 
had been published by men in the United States Public Health Serv 
ice. Dr. Arnold in his opening statement said this in 1948: 





At present it is deemed advisable to await results of these research projects 
before an unqualitied recommendation for mass fluoridation of water supplies 


is made 


Now t] at was said in 1948, 
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So I was wondering just when the health officers got together and 
decided that fluorine in water should-be recommended universally. 

Dr. Porrerrieip. The formal action was taken, sir, in our annual 
meeting on October 23 to 27, 1950. 

Dr. Mitier. 1950? 

Dr. Porrerrietp. Yes. 

Dr. Mitier. That is October ? 

Dr. Porrerrretp. October 23 to 27. 

Dr. Mirter. And you took the advice there, of course, of the people 
who were making these experiments in fluorine in water ¢ 

Dr. Porrerrietp. Among others they were considered, and I think 
the question was discussed at least with Dr. Dean. 

Dr. Mitzer. Do you know who discussed the question with you at 
that time in your 1950 meeting? Did you have a paper on the subject ? 

Dr. Porrerrietp. No, we had no paper on the subject. We would 
have consultants from the Federal Government at the time of the con- 
ference with the Surgeon General and at that time discussions of this 
sort could be carried on. 

Dr. Mrizer. Well, the stimulus then came from the Federal Gov- 
ernment ¢ 

Dr. Porrerrieip. No, sir, the stimulus first came by the submission 
of the question from one of our State health officers—the State health 
officer of Wisconsin, Dr. Carl Neupert. 

Dr. Mitier. Let’s proceed a little further with some of the state- 
ment, if the chairman will permit. I spent about 3 hours going over 
this last night and I would like to bring out some questions as to how 
efficient fluorine might be for adults. 

Does the State and Territorial Health Officers Association recom- 
mend it is beneficial for adults? 

Dr. Portrerrietp. We have not taken a stand on that particular 
part of the question, sir. It is our general, but not formal, under- 
standing that it has some effect in the direction of good on adults. 

Dr. Mitier. But you are not sure about that ? 

Dr. Porrerrrerp. We have not had that proved to us, nor what 
amount. 

Dr. Miniter. When it is used in children, at what age would you 
say the benefits might be? 

Dr. Porrerrretp. I would say at the completion of permanent denti- 
tion, sometime in the early teens. 

Dr. Mruuer. Dr. Arnold said in our testimony here in one of his 
papers that he had published, and I quote: 

A little, if any, effect can be expected in people who are more than 5 or 6 years 
of age when such fluorine therapy is instituted. 

That was in one of his papers. Is that age a little low or a little 
high? 

Dr. Porrerrtetp. I gather from that particular statement you read, 
sir, he was referring to the onset of fluoridation. 

Dr. Mruzer. Yes. 

Dr. Porrerrreip. In other words, as I understand the question, the 
fluoridation must be going on during the time when the teeth are 
forming and calcifying. 

a Mitier. Do you know how fluorine is eliminated from the 
ay t 
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Dr. Porrerrietp. From the body? 

Dr. Mictrr. Yes. 

Dr. Porrerrtevp. Principally in the urine, sir. 

Dr. Miter. In the urine? 

Dr. Porrerrretp. Yes, sir. 

Dr. Mitier. Do you know what effect it might have on somebody 
who has defective kidneys? <A lot of people have kidney disease. 
What studies have been made by your group as to what effects fluorine 
might have upon the damaged kidney, since it is eliminated through 
the urine? 

Dr. Porrerrretp. There have been on the part of the association 
no studies directed immediately to any toxic effects upon diseased 
kidneys. 

We have, instead, since each of our departments is pretty much 
involved in more things than we can afford to do, we have instead 
used our vital statistics divisions to compare morbidity and mortality 
rates between those areas which have fluorides in their water and 
those which do not. We have not found from those studies any evi 
dence of an increased death rate either general or from specific dis 
eases, including diseases of the kidney. 

Dr. Mriiter. You and I know as health officers you can prove most 
anything you want to by these statistical figures on morbidity and 
mortality. I have seen them used time and time again. I am not 
going to accept those figures as authentic at all. 

What studies has your organization made as to what might happen 
to older people who have fluorine added to their drinking water? 

Dr. Porrerrretp. The association has made no direct studies on that 
question. 

Dr. Mitrer. That is what Dr. Arnold said when I asked him the 
question last week: 

You have not made any studies as to what it will do to older people outside 
of examination of the bony structure? 

Mr. ARNOLD. No, sir. I didn’t get to complete our Bartlett study, Dr. Millet 

Then they did do some X-ray examination but nothing on the 
kidney. 

For instance, fluorine is eliminated, as you say, through the kidney. 
There has been no study as to what might happen to a damaged kidney 
when fluorine is added to the water. 

Now, doctor, I am a little disturbed about your last sentence there 
relative to, well— 

The association is seriously concerned with the kind of information given 
credence in this hearing and urging that extreme care be used in weighing the 
evidence, which in the view of the State health authorities of the United States 
s overwhelmingly in favor of the general use of fluoridation in the public-water 
supplies 

You do not doubt that the committee has a right to mquire into 
fluorine in drinking water 

Dr. PorrerrreLp. Not in the least, sir. We welcome that interest of 
the committee, and there were no implications in that statement be- 


vond—— 

Dr. Mitier. You did not think that some witnesses who did not 
agree with you were not creditable witnesses / 

Dr. Porrerrtretp. Not because they did not agree with us: no, sir. 
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Dr. Miter. Doctor, the United States Public Health Service, you 
say, has done no examination as to what happens to older people. 

Dr. Porrerrietp. No, sir. Pardon me, sir. The association has not. 

Dr. Mritier. Well, the United States Public Health Service also. 
I read Dr. Arnold's testimony and he said nothing had been done. 

Dr. Porrerrterp. I see. 

Dr. Mitter. The United States Department of Agriculture made 
some examination as to what happened in brood sows. They recom- 
mended to the farmers that fluorine not be added to the water or feed 
of brood sows because it did something to the pigs that were unborn. 

Dr. Porrerrietp. Yes. 

Dr. Mutter. Do you think it might be wise for the Public Health 
Service or some group of people to inquire what might happen to 
‘pregnant women and the unborn child when they are given fluorine ? 
Do you think it is necessary to complete the examinations that have 
already been started on that subject ? 

Dr. Porrerrrecp. I do not think there is enough money, sir, from 
the Federal Government or any other source, to pursue all of the 
possible hypotheses that may be proposed for most of our programs. 
We have to screen them from the point of view of greatest probability, 
and since we can find no cause from the physicians nor the dentists 
nor the investigative scientist pointing to this, it would seem to us 
not of a high priority to devote money looking for something that has 
shown no suggestive indications. 

Dr. Mitter. Would you say that the Agricultural Department went 
off on a tangent then when they investigated what might happen to 
pigs or brood sows ¢ 

Dr. Porrerrteip. No, sir; I think there isa difference. 

Dr. Mitzier. It is all right to do it with pigs, but you do not want 
to do it with women. Is that the attitude you take? 

Dr. Porrerrieitp. They have different objectives in mind, sir. There 
is more money available for matters that have economic value than 
there is for health. 

Dr. Mriter. We had before the committee Dr. Hans H. Neumann 
of 1377 Kew Street, Hewlitt, N. Y., who gave some testimony. Do 
you know Dr. Neumann ¢ 
’ Dr. Porrerrieip. No, sir; I donot. 

Dr. Minier. He qualified himself as being somewhat of an expert. 
He had a tremendous lot of experience in medicine all over the world, 
and presently I believe he is with Columbia University doing some 
research work. 

In his testimony he says this: 

I am unable to give any opinion on the possible toxic effects of water fluorida- 
tion upon the zeneral public 
He also Says: 

Fluorine is excreted readily by the normal kidney. Possible toxic effects would 
occur rather in an age group in which renal impairments of various types are 
more common, that is, in the old-age group. 

He is recommending there that a study be made upon older people as 
to what might happen. 

Now Thursday we are going to have Dr. Ast before us, who is head 
of the Newburgh experiments in Newburgh, N. Y., and I notice Dr. 
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Neumann quotes him in his testimony. Let me read this one para- 
graph, Mr. Chairman: 

To give examples of the wide range of illusion in caries estimation, I quote the 
Gottlieb impregnation method, which was described by its author, an outstanding 
scientist in the dental field, as reducing caries by over 60 percent, even SU per- 
cent. This method was used throughout the country by a large number of den- 
tists and was taught over many years. Recently, though, a study by Dr. Ast con- 
cluded in describing the method as worthless and it fell since in disfavor. 

Do you know what the Gottlieb impregnation method was for teeth / 

Dr. Porrerrtetp. No, sir: I don’t. 

Dr. Mitter. In other words, a thing that they recommended at one 
time as being universally good apparently has come into—— 

Dr. Porrerrtevp. Disrepute. 

Dr. Mitier. Disrepute at this time. 

Dr. Neumann said on the same day in his testimony : 

Looking over the reports on the effect of experimental water fluoridation, be 
ginning 1946 and before, their results are not by any means unanimously recon 
mending the procedure. While the experiments in Newburgh, N. Y., Grand Rap 
ids, Mich., and Sheboygan, Wis., induced the observers to great optimism, the 
authors of a report on the Evanston, IIL, study consider their findings far from 
conclusive and a study from Ottawa, Kans,—C, A. Scrivener—which began 
1946, was reported to have resulted in a deterioration of the dental condition of 
the children. 

What I am trying to get at, Doctor: Experiments are voing on ll 
Newburgh. They were 10-year experiments. They still have about 
D years to go. There are some questions that have been unanswered 
in this experiment, and I am wondering what is the hurry to add 
fluorine to the water before we have the experiment completed at the 
Newburgh laboratory and others that are still going on. What is the 
hurry about adding fluorine to water? 

Dr. Porrerriecp. I would say this, sir: In the first place, the origi 
nal proposition to have the Newburgh study vo 10 years does not 
necessarily bind it to that time to produce its results. I do not know 
how much longer they feel they should go to get the number of statis 
tics that they would like. 

Dr. Mitter. Was it to prevent caries in teeth ? 

Dr. Porrerrteip. Yes, sir. 

Dr. Mu LER. How mu h ( aries is prevented when you use fluorine i! 
water ¢ 

Dr. Porrerrretp. It depends on how much the children got before: 
but if they had none at all and began to get approximately l part 
per million of fluorine in their drinking water from birth on. it would 
prevent about 65 percent. In other words, it would be 65 percent less 

than there was. 

Dr. Mititer. Do you know if there is at vy place in the United Stat 


or in the world where there is practically fluorine-free water, no fl 
rine in the water at all? 

Dr. Porrerrtetp. Yes, sir. 

Dr. Mriuer. Do you know what the incidence of caries might bi 
in those areas? 

Dr. Porrerrteip. Yes, sit 

Dr. Mritter. What would it be? 

Dr. Porrerrrecp. It will run about six carious teet] appre 
mately 88 percent of the children on the basis of the Ohio studies. 
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Dr. Mitier. Let me read the testimony of Dr. Neumann. He has 
been all around the world. On this question of fluorine he said this: 

At this point it may be added that many areas whose water is practically 
fluorine-free have very excellent teeth which further cautions in attributing too 
much consequence to fluorine. 

Let me read further on that same subject. 

Mr. Anerneruy. He finds himself alone in that statement; does he 
not ¢ 

The Cuarrman. He is a man who has traveled throughout the 
world and observed teeth in every section of the world. 

Mr. Asernetuy. The fact remains that no one has agreed with 
him in that statement ; have they ¢ 

Dr. Miniter. Yes, they have, sir. I will read something out of a book 
here on Europe—rather conclusive evidence if you want to accept it. 

Doctor Neumann said this about kidneys: 

How an individual with impaired kidneys is able to excrete the fluorine I do 
not know. And to my knowledge there is no such study. As impaired kidneys are 
more common in old people with arteriosclerosis or with hypertension, I believe 
that a similar study would be indicated. 

Now you swy there have been no studies made on arteriosclerosis or 
hypertension or those with impaired kidneys. That was your testi- 
mony and that is the testimony of the Public Health Service. There 
are some studies being carried on, but before those are completed you 
folks jump in and endorse the use of fluorine in water for everybody. 

It is admitted it does not do any good after 7 years of age. It will 
not do us fellows up here any good at all and it might do some harm; 
but we are going to have mass medication to take care of the youngsters 
up to 7 years ofage. Isthat your attitude ? 

Dr. Porrerrrenp. My answer is we do not conceive of it as mass 
medication but rather preventive. 

Dr. Mitier. What is your definition of medicine? 

Dr. Porrerriecp. Curative medicine. 

Dr. Mirier. Do you not recognize preventive medicine, smallpox 
vaccination and injections to prevent diphtheria and typhoid? Isn't 
putting medicine in water a mass medication? I know you do not like 
that word, but it is pretty hard to get off that stump because it is medi- 
cine In water to prevent caries—preventive. 

Dr. Porrerrrevp. I will accept it on that basis; yes, sir. 

Dr. Mitxier. Preventive medicine. 

Dr. Porrerrte.p. In the second place, since we have not found in all 
of the areas in the United States where our engineering divisions have 
observed the presence of fluorides in more than 1 part per million, and 
sometimes considerably higher, any difference in the physical condition 
of the inhabitants of those communities, in the w ay of dying earlier 
or of having diseases or conditions in any greater degree than they do 
in other communities, we have then considered only the question of 
the dental problem. And we feel that if we do have the amount of 

caries that we have in our communities today, and if this device, which 
is the safest of which we can conceive, will reduce it in some degree, 
whether it be 30 percent or 65 percent, it is worth it without waiting for 
five more years of caries experience. 

Dr. Muter. If that were true, I think I would agree with you, 
Doctor. I think fluorine in water for children is fine. I agree with 
you. 
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I talked with the Surgeon General about it just before I came up 
here. He said, “I give my youngsters fluorine in water every morning 
in a tablet.” 

That is fine. That is the way to doit. I think every child ought to 
have it if he does not otherwise get a dose of it some way. 

I do not know whether I want to take it in the morning or not. 
Maybe I do not need it. Maybe mv kidneys are in trouble. 

Here is what Dr. Neumann, relative to fluorine in water, said: 

Although at this point I would also say that there are many areas without a! 
fluorine in the water where the caries incidence is nil practically So that 
cannot be reversed and said that the fluorine in the water is essential] for caries 
prevention. Perfect teeth can occur in areas without any fluorine in the water 
and are common, actually 


| 
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number of factors affecting the development and preservation of teeth, 
and I am not personally aware of what factors influence the English. 
Our recommendation has to do with conditions in the United States, 
including such things as diet, dental care, general nutrition, and gen- 
eral hygiene of people. 

Mr. Asernetuy. Then the answer to that is you do not feed infants 
on tea. 

Dr. Miter. Now with respect to topical application. If you are 
going to recommend fluorine in water, of course, there are a lot of 
people who do not have a communal water supply, people on farms and 
small towns. I think there are 175 or 180 towns now having general- 
ized fluorine in their water. They will probably start it here in May 
in the city of Washington. How would you reach those people in the 
country so they would have fluorides in their water? 

Dr. Porrerrietp. That brings me back to another question that you 
asked before, sir, and that is the choice of this method for applying 
fluorides to developing teeth. 

We are quite sure, from having done topical application of fluorides 
for a small number of years, that we would not be able to accomplish 
it in a high enough percentage of the population. There are not 
enough dentists, and in those States which permit it, there are not 
enough dental hygienists to apply to all of the population. Therefore, 
if we can take our municipal population which does have municipal 
water supply and care for them by this mass method of fluoridation, 
it will give the dentists and the health departments and those doing 
clinical work time to concentrate on topical application where it is 
not possible. 

Dr. Mititer. How would you reach the farm people that do not have 
fluorine in the water—no communal water supply ¢ 

Dr. Porrerrietp. One way we have tried in Ohio is on our dental 
trailers which stop at the various crossroads of Ohio. After the in- 
vestigation of the teeth to determine their status, we do apply the 
topical fluoride treatment. It is rather difficult and quite expensive 
compared to fluoridation of public water supplies, but it is the only 
way we can reach them. 

Dr. Mitter. Do you get the same effect from taking a tablet every 
morning, like Dr. Scheele gives to his children ? 

Dr. Porrerriecp. I am not sure that is as effective as topical applica 
tion after dental prophylaxis. 

Dr. Miuuer. Is it just as good to take a drink of water with fluorine 
In! 

Dr. Porrerrievp. I think perhaps, yes, if it is done frequently 
enough. 

Dr. Minter. In other words, you could do it ¢ 

Dr. Porverrieitp, Yes, sir, as far as its effects on teeth is concerned, 
but I do not believe we could cdo it from the point of view of adminis 
trative pract icality : 

Mr. Anernetuy. Will you yield there, Doctor? 

Dr. Minier. Surely. 

Mr. Anerneruy. Is the tablet method universally used ? 

Dr. Porrerritecp. | do not think so, sir. 

Mr. Anerneriry. Is it costly / 

Dr. Porrerrienp. It would be more expensive than this other. 
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I think the real answer, however, is that anything which you leave 
to the initiative of the individual to use is used in a varying percent- 
age, including, for that matter, the brushing of teeth. 

Dr. Mitter. Do you know whether fluorine has increased in price 
since the Public Health Service has advocated its universal use ? 

Dr. Porrerru uD. I have no knowledge of that: ho, sir. 

Dr. Mitter. You would not know how much the equipment has 
me up? 

Dr. Porrerrietp. As far as we know on Ohio’s experience it has 
not changed in price. 

Dr. Mitter. Have you priced it recently ¢ 

Dr. Porrerrteip. Yes, sir. 

Dr. Mitter. Where does fluorine come from, sodium fluoride and 
other fluorine substances ? 

Dr. Porrerrievp. | think the principal sources in this country are 
Illinois and Kentucky. 

Dr. Miniter. What companies make and supply fluorides? 

Dr. Porrerrievp. I honestly don’t know. 

Dr. Mirzer. You would not know that? 

Dr. Porrerrietp. No. Our engineers would, but I do not. 

Dr. Miuier. You would not know whether the Aluminum Co. of 
America supplied it or not? 

Dr. Porrerrieip. No, sir: I don’t know that. 

Dr. Mitier. I want to read, Mr. Chairman, if you will permit, one 
paragraph into the record on experiments in England from Great 
Britain’s Water Pollution Board- Summary of Literature, 1946—48. 
I will read one short paragraph on page 266 from Summary of Cu 
rent Literature. It is by Wilson and Roberts and some other me 
England. 

In an investigation to determine whether juvenile osteochond 
spine is related to the quantity of fluorine ingested as well as to poor 
groups of boys aged 14-17 years from a public school and fron 
quarters in Oxford and children from Launton, Oxfordshire, were 
Oxford's water supply contains negligible amounts of fluorine, but 
school boys came from different parts of the country, and the qua 
rine in their drinking water was not known; about a sixth of them 
dental fluorosis. Both groups of boys had the same percentage 


ar 
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cent, of nonspecific spinal irregularities ; the lesions were not seve 
dren from Launton where the drinking water contains 1 par 
fluorine showed nonspecific spinal irregularities in 64 percent of 1 
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amined. The lesions were ore severe than in the 
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There are numerous articles here fr hh England ol the pollut oO! of 
water, which refer to fluorine. This is one article I did want to put 
inthe record. This was in 1948. With one part per million of fluorine 
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Dr. Mitxer. It is rather illuminating when you read it. This is 
just a summary of it. 

I think that is all. 

The CHatrmMan, Mr. Abernethy. 

Mr. Anerneruy. No questions. 

The Cuarrman. Dr. Hedrick. 

Dr. Hepricx. Doctor, since older people drink more water than 
children and children drink more milk than older people, would not 
the proper way to give fluorine to children be to have dairies put it 
in the milk ? 

Dr. Porrerrteip. Unfortunately not all of the children drink milk. 
Water seems to be almost the only universal media of conveying fluo- 
rides to children. 

I think there was a study out in Colorado some years ago that 
showed that those children which immediately upon weaning got no 
more milk but only boiled vegetables and boiled meats showed greater 
fluorosis than those that had been taking milk. I mention that only to 
show that there are population groups that do not get milk. 

Dr. Heprick. Well, I was of-the opinion that at least 95 percent of 
all babies got milk. 

Dr. Porrerrieip. I wish that were so, sir. I do not know whether 
it is or not. 

Mr. AnerNeruy. Will you yield there? 

Dr. Heprick. Yes. 

Mr. Anerneruy. I do not think that exactly answers the doctor’s 
question. I think Dr. Hedrick has propounded a rather interesting 
question. It is true, I am sure, that 98 percent of the children con 
sume milk. I realize that occasionally here and there you find a child 
that does not consume milk. 

Dr. Hedrick, would you put your question this way: Would it be 
advisable, or would that be a reasonable satisfactory method to get 
fluorine to most of the children by adding it to their milk? 

Dr. Porrrerrieip. I do not know whether there are scientific, that is, 
chemical or physiological reasons, why that would be any different 
than putting it in the water supply. From the administrative point 
of view I think there would be this difference : That by having munici- 
pal waterworks put it in, where we do have personnel a ae direct 
supervision and control—and one of the conditions of our approval is 
a review of their conditions and continuing control of their activities— 
we would be better situated than if we attempted to develop the same 
relationship with the many dairies which are in existence. 

Dr. Mruer. Of course, on that point, Doctor, you and I who do 
not drink milk would not get the fluorine. 

Dr. Hepricx. I am satisfield I do not need any fluorine. 

Mr. Aserneruy. I do not know whether I do or not. 

Dr. Hepricx. I have been fortunate in having good teeth all my life. 

The Caarrman. Are you through, Doctor? 

Dr. Hepricx. Yes. 

The Cuarrman. Mr. Jones? 

Mr. Jones. No questions. 

The Cuatrman. Thank you, sir. 
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STATEMENT SUBMITTED ON BEHALF OF AMERICAN MEDICAL ASSOCIATION BY GEORGI 
F. Luut, M. D., SecrETARY AND GENERAL MANAGER, FeBRUARY 27, 1952 


The councils on pharmacy and chemistry and foods and nutrition of the 
American Medical Association made a careful study of all the available data 
with respect to the ingestion of fluorides in drinking water under natural condi- 
tions and when fluorides are added. On the basis of this study, the councils on 
pharmacy and chemistry and foods and nutrition adopted the following state 
ment, November 2, 1951: 

“The council on pharmacy and chemistry and the council on foods and nu 
trition have been requested to state their opinion regarding the safety of fluori- 
dation of water supplies, a procedure which has now been adopted by more 
than 140 cities. 

rhe councils are unaware of any evidence that fluoridation of community 
water supplies up to a concentration of one part per million would lead to struc 
tural changes in the bones or to an increase in the incidence of fractures. The 
only difficulty so far revealed is a possible increase in mottling of the tooth 
enamel, The available evidence based on thousands of observations indicates 
that the incidence of mottling of the enamel in children who drink water con 
taining fluoride up to a concentration of one part in a million is minimal and 
detectable only by careful dental examination It occurs only in a small per- 
centage of children and is so slight as not to present a problem from the point 
if view of appearance or strength of the teeth. Evidence of toxicity other than 
the effect on enamel has not been reported in communities where the water 
supply has several times this concentration After considering the evidence 
ivailable at this time, the councils believe that the use of drinking water con 
taining up to one part per million of fluoride is safe. However, the use of 
products which are naturally high in fluoride content, such as bone meal tab 
lets, or of lozenges, dentifrices, or chewing gum, to which fluoride has been 
added, should be avoided where the drinking water has been fluoridated. In 
places where children are subject to warm temperatures and consequently 
drink large amounts of water, a lower concentration of fluoride may be ne« 
essary to avoid mottling of the teeth.” 

The councils purposely refrained from making any recommendation that com- 
munities support or oppose projects for the fluoridation of water supplies. It 
was the opinion of the councils that this question should be answered by the 
dental profession 

The house of delegates of the American Medical Association at its meeting in 
Los Angeles, Calif., December 4 to 7, 1951, adopted the following resolution : 

‘Whereas carefully controlled studies have demonstrated that fluoridation of 
water supply has been definitely beneficial in the reduction of dental caries 
in the younger age group; and 

“Whereas the council on pharmacy and chemistry has reported that fluoride 
is nontoxic in community water supplies up to one part per million; and 

“Whereas the addition of fluoride to community water supplies seems to have 
merit; Therefore be it 

“Resolved, That the house of delegates of the American Medical Association 
endorse the principle of fluoridation of community water supplies.” 

The house of delegates of the association went a step further than the 
councils in endorsing the principle of fluoridation. Again, however, the house 
of delegates did not urge or recommend that any communities undertake to fluor- 
idate their water supplies 

In summary then, the American Medical Association through its councils on 
pharmacy and chemistry and foods and nutrition and house of delegates has 
reached the following conclusion with respect to fluoridation: Fluoridation of 
public water supplies in a concentration not exceeding one part per miilion is 
nontoxic and its principle is endorsed. 


Mr. Kuernrecp. The next witness, Mr. Chairman, is here to discuss 
not fluoridation, but the cosmetic aspects of the committee’s investi- 
gation. 

Will Mr. Crawford take the stand. 

The Cuamman. I believe you have been sworn, have you not? 

Mr. Crawrorp. I appeared before this committee about a year and a 
half ago, Mr. Chairman. I do not recall whether I was sworn or 
not. 
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The Cuamman. Will you give your name and address to the re- 
porter, please. 

Mr. Crawrorp. C. W. Crawford, Commissioner, Food and Drug 
Administration, Washington, D. C. 

(The oath was administered by the chairman.) 

The Cuarrman. You may proceed. 


TESTIMONY OF C. W. CRAWFORD, COMMISSIONER OF FOOD AND 
DRUGS, FOOD AND DRUG ADMINISTRATION, FEDERAL SECURITY 
AGENCY 


Mr. Kurinrecp. Mr. Crawford, how long have you been associated 
with the Food and Drug Administration ¢ 

Mr. Crawrorp. Thirty-five years. 

Mr. Kuseinrecp. And you are the Commissioner of the Food and 
Drug Administration ¢ 

Mr. Crawrorp. Yes. 

Mr. Kurrnretp. Are you the chief administrative officer of that 
agency ¢ 

Mr. Crawrorp. That is right. 

Mr. Kieinrevp. Please read your statement. 

Mr. Crawrorp. Mr. Chairman and members of the committee, on 
September 15, 1951, the Food and Drug Administration wrote to the 
counsel of this committee reporting instances of injury from the use 
of four classes of cosmetics. In that letter we expressed the view that 
in the interest of public safety there should be mandatory require- 
ments for adequate pretesting and adequate manufacturing control 
of new cosmetics before they are placed on the market. Mr. Chair- 
man, with vour permission, I would like to submit a copy of that 
letter for the record. 

The Cuamman. Without objection it is so ordered. 

(The letter referred to is as follows:) 

FeperAL Security AGENcY, 
Foop AND DruG ADMINISTRATION, 
Washington 25, D. C., September 13, 1951. 
Mr. Vincent A. KL&INFELD, 
Counsel, House Select Committee To Investigate Chemicals in Foods, 
House Office Building, Washington 25, D. C. 

DEAR Mr. KLernretD: More than 10 years ago there developed in the cosmetic 
industry a determined effort to produce methods of curling hair which eliminated 
the elaborate machinery, discomfort, and cestly procedures then involved in 
permanent waves. In San Francisco a company managed by an individual who 
is primarily an engineer and inventor developed an apparatus fitting on the bead 
and hair which eliminated the heating devices used for permanent waves. The 
ingenuity and know-how expended in developing the mechanical features of the 
apparatus were extensive, but the materials and solutions used in connection 
with it were selected because of their properties for assisting in the curling 
process without any investigation or study of the possible injurious or toxic 
effect of such solutions. The heatless permanent wave method thus developed 
was sold on a franchise basis to beauty salons throughout the United States. 
The heatless waves were cheaper, less time-consuming, and more pleasant to take. 

Shortly after national distribution was effected, a death was reported from 
Atlanta, Ga., which occurred while the subject was being given a heatless wave 
in a beauty shop. Tests then made indicated that the solutions were unsafe 
and likely to cause injury. Thereafter it was necessary to institute over 200 
seizure actions to remove the outstanding stocks of the offending wave materials 
from the market and prevent further injury to the public. 
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About 8 or 9 years ago the styles in hair arrangement for women resulted 
in a widespread adeption of what has been facetiously called the washerwoman 
hair do, which involved piling the hair on top of the head and arranging it 
neatly so that it would remain in such arrangement for an indefinite period. 
Among the esthetic draw-backs of this hair arrangement were the stray locks 
on the back of the neck which did not conform to the arrangement and were 
left dangling in a more or less untidy effect. To meet the crying need thus 
created, an immediate popularity developed for some kind of adhesive material 
which would affix these stray locks in an upward direction and attach them 
to the remainder of the upswept hair. To fill this need, a Chicago manufacturer 
created Locks-Up Hair Lacquer Pads. These were in the form of a cotton pad 
impregnated with a lacquer substance which, when brushed upward around 
the hair do, increased the tidiness of the arrangement by gluing the hair to 
the rest of the arrangement. In applying the lacquer pads they necessarily 
came in contact with the skin and scalp adjacent to the hair. 

This development occurred during wartime when there was a scarcity of lacquer 
materials, shellac, varnish, resins, and glue. Apparently the first product was 
entirely successful and created an enormous demand. Subsequent batches of 
manufacture employed unknown and untested adhesive materials, synthetic 
resins, etc., and the result of that hasty improvising was that hundreds of women 
throughout the United States suffered significant injury by reason of the poison- 
ous nature of the resins used, which created a contact dermatitis and other 
painful and disfiguring complications. As a result of regulatory activity of 
this Administration, the product was eventually removed from the market; but 
not until a great deal of damage had occurred. 

About 4 years ago numerous complaints were received from women whose 
fingers had been significantly injured as a result of using lacquers marketed 
in the form of fingernail coatings. Again the ingredients employed were dif 
ferent kinds of newly developed products related to synthetic rubber and no 
adequate testing was undertaken prior to marketing the coatings to determine 
whether they might have any propensity for injury. These products are exceed- 
ingly complex organic chemicals, more in the nature of mixtures than specific 
entities, and the only practical approach to evaluating their properties for 
harm is adequate tests on lower animals or human beings Because of the com- 
plex chemical character of the ingredients, it was very difficult to determine the 
precise nature of the offending constituents and it became necessary to regard 
each batch or lot as an entity unto itself and to undertake individual testing 
Again, lack of adequate pretesting and experimenting on the public with unknown 
chemicals resulted in substantial injury to many users of this type of cosmetic. 
Finally, by belated study and experimentation, manufacturers were able to pro 
duce satisfactory articles without deleterious ingredients. 

During the month of August 1951, the product of two shampoo manufacturers 
has been found to contain ingredients which are significantly dangerous when 
introduced into the human eyes. toth of these products employ polyoxyethylene 
group surface active agents together with a quaternary compound as the active 
principles of the so-called dry shampoo. The two manufacturers had acquired 
wide distribution but had received a considerable number of complaints from 
customers whose eyes had been injured by inadvertent contact with the shampoo 
material. Pharmacological tests on animals made by this Administration con- 
firmed the dangerous character of the material when introduced into the eye, 
and demonstrated that the products have the property of producing an opacity 
of the cornea which impairs the eyesight for a persistent period of time if not 
permanently. Accidentally getting shampoo material into the eye is such a 
common occurrence in the experience of everyone that such occurrence is con- 
sistent with the conditions that are customary or usual in shampooing the hair. 

After an initial seizure in each instance, these manufacturers agreed voluntarily 
to remove their products from the market and to attempt to devise suitable 
substitutes. In either instance had any pretesting whatsoever been conducted by 
the shampoo manufacturers, notwithstanding the fact that data are generally 
available which would suggest the extreme likelihood that such ingredients would 
be dangerous. Again these ingredients, particularly the polyoxyethylene com 
pound, are in the nature of a mixture rather than a chemical entity and the 
effects of one batch may not be safely forecast from tests made upon another 
unless the entire group of possible compounds is tested and found innocuous 

These incidents represent some of the high lights of distribution of dangerous 
cosmetics without adequate pretesting safeguards that have shown up in the 
last decade. Other less extensive and dramatic instances of Similar nature have 
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oecurred. Cosmetics by their very nature are chemical in character or represent 
a combination of chemicals. New cosmetics are the result of using new chemicals 
or well-known chemicals in different and new combinations. It seems abso- 
lutely essential in the interest of public safety that there be mandatory require- 
ments for adequate pretesting and adequate manufacturing controls of products 
of this nature. It is abundantly evident that manufacturers generally do not 
undertake sufficient investigations of the possible injury hazards before placing 
such products on the market. Many large manufacturers do undertake appro- 
priate tests. For example, the shampoo products of the nature just described 
were studied by some manufacturers and rejected, after which they were adopted 
and employed by other manufacturers in reckless ignorance or wanton disregard 
of the available facts. 

‘The foregoing may be of interest to the members of the select committee of the 
House as collateral to the subject matter of chemical additives in foods which they 
are considering. 

Sincerely yours, 
JoHN L. HARVEY, 
Associate Commissioner of Food and Drugs. 
, Di , : 

Mr. Crawrorp. In reviewing some of the testimony given before this 
committee and in reading comment regarding the activities of this 
committee made by interested parties, we have noted a number of 
points we think worthy of answer or clarification. The implication 
we have seen advanced that practically all instances of significant 
injury from cosmetics in recent years were reported in our letter of 
September 13 is not true. While cosmetics generally are safe, the 
cosmetic industry, like every other group, has its fringe of the careless 
or indifferent or unscrupulous. We have in our files hundreds of 
complaints from individuals, or physicians and attorneys representing 
individuals, wherein injury is alleged from the use of cosmetics. We 
have investigated all the products which were the subject of these 
complaints. Some were cases of hypersensitivity, where the incidence 
of unfavorable reaction might be as rare as one in thousands. Others, 
however, were cases where such reactions occur more frequently—some 
much more. Still others were cases of primary injury and were not 
associated with allergies or peculiarities of the individual. We offer 
copies of a few of these complaints for the record. ‘These are merely 
examples; our files contain many more. 

The CHarrmMan. What have you in mind? 

Mr. Crawrorp. A few specimen complaints that we have received 
about cosmetics or alleged injury from cosmetics. 

The Cuamman. I think it is advisable at this time that we examine 
them and reserve decision to give the members of the committee the 
opportunity to look over them and see if there are any objections. 

Mr. Crawrorp. It is quite agreeable. 

The Cuarrman. Proceed. 

Mr. Crawrorp. Products complained about include creams contain- 
ing mercury compounds, depilatories, deodorants, hair straighteners, 
hair curlers, hair rinses, hair dyes, hair lotions, shampoos, and many 
other types of cosmetics. 

We have been able to take positive regulatory action on harmful 
deodorants, hair straighteners, and depilatories and other prepara- 
tions, but in each case such corrective action came after people were 
injured. Since the burden is on the Government to be able to establish 
that the cosmetic may be injurious, we must assemble evidence of 
potential injury before we are in position to institute legal actions. 
While we are developing the necessary evidence, additional injuries 
often occur. 
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We believe that factory inspections of cosmetic manufacturers, 
which are conducted as part of our routine operations, and the in- 
formal comment or advice given by our administrative officers or tech- 
nical divisions on problems presented by cosmetic manufacturers, have 
been of real value in restricting the marketing of dangerous new 
cosmetics. However, with our limited inspection force, which must be 
used to cover foods, drugs and therapeutic devices as well as cosmetics, 
it is possible to inspect only a fraction of the cosmetic factories each 
year. 

While most firms are fully cooperative at the time of inspection, 
many insist On operating In an atmosphere of secrecy. It is mani 
testly impossible for the Food and Drug Ac Iministration with its 
limited force to determine the composition of the many thousands 
of cosmetics on the market either by analyses, which are time-consum 
ing even where analytical methods are available, or by observing theit 
manufacture in the plant. It is often necessary to devise new methods 
before a product can be analyzed. Moreover, many manufacturers 
can give our inspectors little information about the composition of 
some of the raw materials used, some of which they purchase unde 
fanciful names and some of which may vary in composition fron 
batch to batch. 

It has been said that probably none of the instances of injury out 
lined in our letter of September 13 would have been prevented had 
there been a law requiring pretesting before the cosmetics invol 
were placed on the market. We do not share this view. 

In the case of the heatless permanent wave preparatio! 
have been 1! volved ! the cleath of a woman in Atl 
In attendance said that ft pre] aration caused th 
we may have no more «a tual first-hand ky low ecg 
those who have disputed the conclusions of the a tendit r physic 
we do know that the Food and Drug Administration. follow 
tions and using the apparatus and the solution furnished by 
of the company who supplied the Atlanta beauty shop, did produce 
leath in laboratory animals. If any sienificance can be asi 
this, and we believe it is significant, it corroborates the phys 
clu ision that the pern anent wave solution caused the humat n. 

If he permanent wave solution had been tested before marketing 
and had killed laboratory animals as dramatically as it did when we 


tested it, a legal provision with respect to new cosmetics similar to 


that on new drugs would undoubted] have kept the product off 
market. 

Under anv y appropriate legislation requiring pretesting, the danger 
resulting from the « hange in formula of the lacquer fol way ward 
locks of hair would have been revealed. An. application of the 
changed lacquer to a reasonable number of test subjects must i 
evitabily have produced some of the reactions which resulted from its 
widespread use. 

In the cast of the fingernail b ase coatings, or cert: uinty some of the 
the exact nature of the ingredients employed never became full 
known. Analysis defied the most able chemists. Produ icts of this 
nature, the com position of which was unknown and an: ilysis of which 
was impossible, would not have been passed for cosmetic use under 
a legal requirement that the manufacturer maintain adequate controls 
to preserve the identity and purity of his product. 
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In the committee's consideration of this case of injurious nail base 
coatings, it might be interested in seeing a photograph I have here, 
a colored photograph, which reveals injury showing a number of the 
nails that have pulled back for extensive areas from the underlying 
flesh. | Passing photograph to committee. | 

In the case of the shampoos, relatively simple and obvious tests 
by standardized procedures, such as placing a drop or two in the 
eyes of laboratory animals and observing results, would have shown 
the hazardous character of these preparations. 

The committee may be interested in looking at some photographs 
we have of one of these shampoos. It is a colored photograph. The 
first shows a normal rabbit eye. The second was a photograph of a 
rabbit eye taken 42 days after installation of two drops of shampoo in 
the eye. The third photograph shows the same eye 104 days after in- 
stillation—corneal opacity and lesions still present. [Passing photo- 
graphs to committee. | 

It has been said that adequate sampling and examination of raw 
materials which are used in cosmetics would insure safety. Whether 
the use of the material results in a safe cosmetic depends not only on 
what the material is but also on how it is treated, processed and 
worked over, the quantity used, what chemical changes take place, 
what the final composition and physical properties of the cosmetic 
are, and how the cosmetics are applied and used. Manufacturers 
of chemicals usually have no means of regulating the formulas and 
procedures employed by cosmetic manufacturers who may use their 
chemicals. We have information that a manufacturer of chemicals 
refused to supply certain ingredients to cosmetic makers because he 
knew the cosmetics would be injurious. Nevertheless, a cosmetic 
manufacturer obtained and used some of the materials by repurchas- 
ing from buyers who had obtained them ostensibly for industrial 
use. 

It has been suggested that notification of the Food and Drug Ad- 
ministration 60 days in advance of marketing a new cosmetic would 
serve to protect the public. Mere notification requires no prior testing. 
And testing takes time, no matter whether it is done by the manufac- 
turer, the Food and Drug Administration, or anyone else. Such an 
amendment would be practically alaons | in preventing the use of 
cosmetics of unknown safety, and in protecting consumers from being 
used as guinea pigs. Such a procedure would compel the Government 
agency to undertake testing that should be done by the manufac- 
turer who seeks to profit from his idea. 

Much has been said about the impossibility of guaranteeing the 
absolute safety of any substance for all people under all circumstances, 
and about the toxicity of nearly every substance to hypersensitive in- 
dividuals. The point is conceded. But this does not mean that 
nothing should be done toward setting up legal safeguards to min- 
imize other and more avoidable d: angers, 

By adequate pretesting it can be predic ted that a cosmetic will cause 
injury in a certain percentage of users, or in less than some certain 
minute percentage. W henever the pretest injury rate is significantly 
high, the product should not be put on the market. It is important 
to recognize that same cosmetic may be sold to millions of people 
and that even a relatively small percentage of reactions may involve 
a great many individuals. 





CHEMICALS IN FOODS AND COSMETICS 1715 


Pretesting has been described as quite expensive. This is true in 
many cases, but not all. But the alternative to the expense of using 
laboratory animals and human volunteers for testing is to use the 
public generally as experimental animals, without its knowledge or 
consent, 

There have been inferences that cosmetic injuries are slight and of 
minor concern only. Actually they have ranged all the way from 
minor and temporary irritations to fatalities. Fortunately, most of 
the injuries we have found in recent years have not been serious, 
although they have caused disfigurement, some permanent but most 
for only a few days. Even the latter are regarded as of importance 
by those who suffered the injuries. 

Other cosmetic problems under existing law have been discussed 
before the committee. In section 60i (a) there is a special exemption 
whic h permits the marketing of poisonous and deleterious coal-tar 
hair dyes provided the label cautions the user to make a patch test 
and warns against use for dyeing the eyelashes and eyebrows. We 
believe that this exemption should be reexamined. The patch test 
cannot be accurately interpreted by the layman and is not an effective 
safeguard against injury. A warning on the label not to use the article 
as an eyelash or eyebrow dye may serve to prevent blindness or lesser 
injuries from such obvious misuse, but hair dyes can get into the 
eyes—especially when applied as a shampoo or lotion. There are a 
considerable number of hair rinses and color shampoos on the market 
which are so applied. The chance of getting them in the eyes is the 
same as for ordinary 7 -& and hair lotions. 

At the insistence of the Food and Drug Administration, one of 
these color shampoos has been recalled from the market within the last 
few weeks. This product was found to be dangerous not only because 
it contained a particularly dangerous dye, but also because it contained 
a highly irritating detergent. This color shampoo exhibited a particu- 
larly virulent effect upon the eyes of laboratory animals, and human 
experiences with it have also indicated injury. 

We believe the exemption which permits the sale of coal-tar hair 
ives, howevet dangerous, should be modified to restrict the coal-tar 
colors used to those which are least harmful, and that the warning 

the label should include precautions against getting into the eves. 

The question has been raised before this committee as to whether it 
would he in the publ c interest to require the listing of ingredients in 

labeling of cosmetics. The present law makes no such require- 
ment, although it does require listing of the active ingredients of 
arugs ind of all nyredie! tS 1n unstandardized foods. We believe 
the consumer has l right to know also what ingredients are in the 
cosmetics she uses. And if cosmetics which will oecasionally cause a 
sensitivity reaction are to be allowed on the market, declaration of the 
ngrediet ts would be of real value to the physician who treats the 
ase, and to the consumer who may avoid further in yur b Vv not using 
cosmetics containu oe the ingredients to whi ich she has foun d herse lf 
Sel sitive. 

While several im So te nts might be made in the cosmetik chap- 
ter a the law, the most pressing and important problem arises from 
the absence of any prov sion comparable to the new drug section re 
quring adequate pretest ne to insure safety of new cosmetics or new 


ingredient < in cosmetics. 
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When I had the privilege of appearing before your committee on 
November 28, 1950, I presented the draft of a proposed bill modeled 
on the new drug section that would require adequate pretesting of 
new chemical additives in feod. A new drug is usually such because 
it contains some chemical that is not generally recognized by qualified 
experts as having been adequately tested for safety. As I see it, there 
is no significant difference in the basic problem arising from the use 
in drugs of chemicals inadequately tested for safety and that from 
the use in food or cosmetics of chemicals inadequately tested for safety. 
The differences seem relatively minor and can be dealt with through 
changes in draftsmanship. 

The new drug section has been highly effective in protecting the 
public health. Although the drug industry opposed the enactment 
of that section in 1938, they have since become its enthusiastic sup- 
vorters. Let me read some quotations from the Odyssey of Modern 
Drug Research by Robert Burlingham, a book published in 1951 by 
the Upjohn Co., one of the country’s leading drug manufacturers. 
Please note the similarity between the early apprehensions expressed 
by the drug industry and those now being expressed by the manu fac- 
turing chemists, the cosmetic industry, and some elements in the food 


industry. 
Referring to the new drug section: 


At the time [of enactment] many of the drug manufacturers affected con- 
sidered the law practically as bad as the medicine that brought it on. The 
leading pharmaceutical houses did not take quite so lugubrious a view, since they 
had argued against the bill on the ground that they already had higher stand- 
ards of quality and safety control than the law would provide. Nevertheless, 
the entire industry settled down to observing the law and the complex regula 
tions issued under the wide enforcement powers granted to the Food and Drug 
Administration. And in the course of doing so, the manufacturers—some willy, 
some nilly—-found themselves compelled to increase their scientific and tech- 
nical personnel, to accumulate a yast body of medical evidence on which to 
launch their products, and in general to apply the principles of rational thera- 
peutics to all their works. * * 

It is to the credit both of the FDA officials and of the drug manufacturers, 
who have worked in full cooperation to meet the objectives of the law, that the 
public has been given needed protection from careless or irresponsible drug 
making, without any hampering of the free enterprise of drug discovery. On 
the contrary, as already pointed out, the law gave new impetus to pharmaceu- 
tical research and new strength to the ties between drug houses and other med- 
ical research facilities outside the industry. Although industry and FDA points 
of view have often differed and sometimes clashed on administrative matters— 
which, in this case, are almost entirely matters of opinion—a large majority of 
the industry would certainly be among the first to recommend a head examina- 
tion for any manufacturer who wanted to repeal the new drug provisions of the 
law at this late date. * * 

It is true that most of the big-name, full-line houses—houses like Lilly, Upjohn, 
Squibb, Abbott, and Parke, Davis, for example—had long maintained rigorous 
manufacturing controls, high quality standards, large-scale pharmacological and 
clinical testing of new products, and other standards which the new law com- 
pelled the whole industry to adopt. But there is no indication that the law has 
wrought hardship on any company, large or small, except perhaps for its desirable 
discouragement of fly-by-nighters who might otherwise have exploited and pos- 
sibly endangered the public. On the contrary, the law has profited the whole 
industry to the extent that the public, including the medical profession, now 
takes for granted the purity and quality of all drugs on the market and their 
saftey when used in accordance with labeled instruction * * * (pp. 50 
and 52). 

Mr. Chairman, if the labors of this committee result in the enactment 
of provisions with respect to foods and cosmetics comparable to the 
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new drug section, I venture that within a few years you will read 
similar expressions from the food and cosmetic industries. More im- 
portant, you will have made a significant contribution to the health 
and well-being of the American publie. 

The Carman. Dr. Miller? 

Dr. Mutter. I think in 1950 I introduced that bill you set up. 

Mr. Crawrorp. That was the Miller bill; yes, sir. 

Dr. Mirier. With the things they have said about me since that 
time, I did not know whether I was right or not. I have had some very 
critical letters. 

You suggested that there might be some amendment to the bill, and 
you suggested in the draft of it there might be some criticisms. I 
am not particularly concerned unless the criticisms are valid. On 
the other hand, I do not feel as if I want to be a party to giving the 
Food and Drug such dictatorial power over business that it stifles 
their growth. I do not know whether the bill does that or not, but 
some of the people thought so and that they would be hit by the bill. 
Other folks thought some manufacturing cosmetics, those in a bath- 
tub, so to speak, with a few salesmen to go out to se 1] them are getting 
by with almost murder, you might say, as to what is in the cosmetics. 

I do not know whether you had any thoughts on a revision of the 
bill. I did not know you were going to be here or I would have had 
the bill here, the section of it that I thought the wording might be 
changed to make it a better bill. 

I would like to talk with you or your force sometime relative to 
those suggested changes. In other words, I do not want to stifle new 
industry. I think they ought to be accountable for what they do. 

It seems to me that some of these cosmetics ought to be labeled 
peop le know what is in the cosmetics. 

The question of hormones in cosmetics is an interesting thing. I 
do not think we ought to take the position, “You can’t do that, you 
can’t put hormones in,” because maybe it would be beneficial cos 
metically to some peop le. If it is, the more power to those people. 
In other words, the Food and Drug people are not going to take the 
attitude that here is something, hormones, that should not be pre- 
pared and sold to the public. 

What is your attitude on the hormones? Can you tell the com- 
mittee briefly ? 

Mr. Crawrorp. Dr. Miller, the underlying principle, it seems to 
me, on this whole question of inadequately tested chemicals, foods, 
drugs, and cosmetics is quite parallel. It is just the same. 

I have just read you the reaction here that is expressed in this pub- 
lication of one of the leading drug manufacturers, which, I venture, 
represents the viewpoint of 95 percent of that industry with respect to 
this type of control over new drugs. They stress the point that there 
has been no hampering of legitimate deve lopment of the drug indus- 
try. I see no reason to fear that a par: allel type of control over foods 
and cosmetics should result in any different end product than what 
has occurred with respect to drugs. 

Dr. Mriier. Doctor, are you familiar with the suit against the 
American Medical Association by one of the cosmetic manufacturers / 

Mr. CrawFrorp. Only in a general sort of way. I knew there was a 
suit filed. 

Dr. Mitier. You were not involved in that? 
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Mr. Crawrorp. No; we were not involved in that at all. 

Incidentally, you may recall, Dr. Miller, Mr. Chairman, and other 
members of the committee, that when I presented that draft to the 
committee I pointed out that it was a draft and that was all, and it was 
susceptible of improvement. I think probably some revisions of the 
bill could be made, some provisions could be clarified, Dr. Miller. But 
as to the fundamental idea, I think the fundamental idea is eminently 
sound, 

Dr. Mixer. I think you are right about that. Especially it is in 
the public interest, sir. 

Mr. Crawrorp. That is right. 

The Cratrman. Dr. Hedrick? 

Dr. Heprick. Doctor, in your opinion do you think there is any risk 
in the public using face creams with estrogenic hormones in them / 

Mr. Crawrorp. That have estrogenic hormones in ¢ 

Dr. Heprick. Yes. Do you think they are detrimental ¢ 

Mr. Crawrorp. We have been suspicious of those face creams from 
the beginning, but we have never been able to get evidence which we 
thought would serve as valid court proof of any injury from the use 
of those face creams in the concentration in which they are used. 

Dr. Heprick. Why were you suspicious of them ¢ 

Mr. Crawrorp. There had not been enough work done, we thought, 
to be even reasonably sure that they were safe. There was a statement 
made in one of the medical journals, I think, which resulted in the 
suit to which Dr. Miller referred, to the effect they were quite danger- 
But the basis of that assertion was not sustained upon further 


ous, 
investigations. 
Dr. Heprickx. In other words, they have never been proven actually 


harmful to human beings ¢ 

Mr. Crawrorp. That is right. And within recent years there seems 
to be less and less cause for apprehension because of the wide extent to 
which the product has been used. 

Dr. Heprick. That is all. 

Dr. Mitier. I would like to ask Mr. Crawford—from the food and 
drug standpoint, these chemicals, whether in food or cosmetics, is it 
your attitude that the burden of proof should be upon the individual 
who is going to introduce the new chemical as to whether it is or is not 
harmful ¢ 

Mr. Crawrorp. That is right. I think that he should assume the 
burden of making appropriate investigation which will show beyond 
any reasonable doubt that what he is going to do will not injure the 
public health. 

Dr. Minter. Would you have any objections in a new bill to have 
some limitation of the time which your department might take in 
determining whether something might or might not be harmful? 

Mr. Crawrorp. I think there is some sort of a limitation, perhaps, 
in the bill that you have introduced. 

Dr. Miuurr. I am thinking, of course, of the bread hearings that 
have dragged out sucha long time. 

Mr. Crawrorp. That is an entirely different procedure. Those are 
public hearings. The hearings held under the new drug section are 
hearings given to the manufacturer himself and his witnesses and to 
experts of the Government. 
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Dr. Mixer. A reasonable period of time for the department to 
make a decision would be satisfactory to you ¢ 

Mr. Crawrorp. That is right. 

The Cuarrman. Mr. Jones. 

Mr. Jones. On page 2 of your statement here the statement appears : 

It has been said that probably none of the instances of injury outlined in our 
létter of September 13 would have been prevented had there been a law requil 
ing pretesting before the cosmetics involved were placed on the market 

Who said that? 

Mr. Crawrorp. That statement was quoted in several trade journals 
as having been given by a Dr. Klamann, a representative of the 
cosmetic industry, at some convention or meeting in New York City. 

Mr. Jones. That is one individual. 

Mr. Crawrorp. It is one individual, yes: and I think that has 
been endorsed by a eood many individuals. But | remember definitely 
that his statements were quoted W idlely in the trade press. 

Mr. Jones. Now down further on page 5, toward the bottom of the 
page, you said: 

There have been inferences that cosmetic injuries are slight and of minor con 
cern only Actually they have ranged all the way from minor and temporary 
irritations to tataiities 

I note the plural there. I think the only fatality we have had 
brought to our attention here wason this wave. What other fatalities / 

Mr. (CRAWFORD, ‘| here were fatalities that oct urred before the Food, 
Drug. and Cosmetic Act was enacted, and those fatalities were one of 
the factors that brought about the mn lusion of cosmetics under the 
prese nt law. 

Mr. JONES. What Twas i terested in is the type of cosmetic that was 
used which resulted in fatalities. Was it in addition to this hair set 
or hair wave, whatever it was / 

Mr. Crawrorp. Hair dves and eyelash dyes and that type of thing 

Mir. Jones. Thev resulted in death ? 

Mr. Crawrorp. Yes: there were a few deaths that we traced dow) 
ana rot authentication of from the use of cosmetics. Poisonous de 
pilator ies Was another cause of death, ] believe. 

Mr. Jones. With reference to what you said a minute ago about the 
burden of proof being on the people who were putting the chemicals 
n food to show that thev were harmless, the thing that has concerned 
me about that is the lo lv time that the bread heat ings and the question 
of bread softeners has bee n the public eve, and during that period 
apparently the Food and Drug Administration has not been able to 
prove conclusively that that is harmful, which would lead me to believe 
that we might be vetting into a position of requiring tests that would 
be unreasonable im that they would be continued over a long period 
ot vears hefore we could con lusively prove to the Food and Drug 
that a thing was harmless 

Now what comment would you have to make on that / 

Mr. Crawrorp. Well, the bill introduced by Representative Mille 
requires tests that are renso ably applicable to the arti le. It do snot 


require the domng of an ul reasonable thing. That language =< drafte 
t} 


from the New ay rse on, which also requires 


eC ipplicat on of 


tests which are reasonably ippl cable. 
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Mr. Jones. Well, at the same time, we still have people who contend 
that the bread softeners are harmful. They cannot prove that, but 
they are not yet satisfied with the proof of the people ie sell it that it 
is not harmful. So in that case it would be left up to your agency 
to require proof that it was harmless, would it not ? 

Mr. Crawrorp. Reasonably. They should apply every reasonably 
applicable method to show whether or not it is harmless or harmful. 

Mr. Jones. Yes. Is it not a fact, though, there is a fear in the minds 
of the people who sell those products that if such a law were in effect 
that the Food and Drug would arbitrarily, or maybe with basis, say 
that those softeners are harmful and would prevent their sale? 

Mr. Crawrorp. I have never heard the in expressed exactly in 
those terms. I have heard them say that Food and Drug would lean 
over backward and not be satisfied with any reasonable demonstra- 
tion of harmlessness here. The same sort of thing was expressed with 
respect to new drugs before the enactment of the provision on new 
drugs. It has not worked out that way. It is a matter of exercising 
reasonable judgment. 

Mr. Jones. The only thing that brought this up is because these 
bread hearings have been going on so long and they still have not 
reached any conclusion satisfactory to a lot of people. 

Mr. Crawrorp. Well, the hearings themselves have been closed for 
a couple of years, and a tentative order is out now dealing with that 
whole thing. But it is merely tentative, and it is now in process of 
being revised upon the basis of exceptions to the order, and a final 
order is expected to issue very soon. 

Mr. Jones. Thank you. No further questions. 

The Cuarrman. In your statement you suggested that there be 
informative labeling so that a doctor would immediately know what a 
product contained in the event that persons should be susceptible to 
any particular ingredient. From a practical standpoint that would be 
rather difficult, would it not? Take a lipstick, for example. 

Mr. Cravrrorp. I d6 not believe that would be particularly difficult. 
You need no* require all of this to appear upon the container itself, 
that is, attacued to the immediate container, but it could be given as a 
circular enclosed within the container, a pamphlet that accompanies 
the package, something like that. 

The Cnatmman. Yes; I am just thinking now of the practical 
aspects of it. 

Mr. Crawrorp. That is right. 

The Carman. Well, for years the so-called full-line cosmetic 
manufacturers and those that have specialties have used every lab- 
oratory precaution. Some of these fly-by-nights or some of the small 
manufacturers, let’s say, have not had the facilities. I am thinking 
now of the possibility of freezing them out of business because of un- 
duly heavy restrictions. Do you have any comment to make on that? 

Mr. Crawrorp. Well, undoubtedly it takes finances to conduct ade- 
quate testing. The cost of adequate testing may range over a pretty 
wide spectrum. It may be nominal, it may be heavy, and it may run 
into thousands of dollars. But it has always seemed to us—and we 
have had that viewpoint with respect to drugs also—that the person 
who proposes to exploit a new product of unknown toxicity for appli- 
cation to the human body in the form of a cosmetic or a drug, ought 
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to make sure, or his responsibility should be to make sure, that he is 
not going to harm his customers. I do not know of any way in duck- 
ing that issue. 

The Cuarrman. No; I donot from a practical aspect, either. 

Mr. Crawrorp. Some splendid work has been done by the Toilet 
Goods Association in investigating cosmetic ingredients and making 
that information available to the entire industry. 

The Cuarrman. I do not know of anything else. 

If there are no other questions, thank you, Doctor. We appreciate 
your coming here and testifying. 

Mr. Crawrorp. Thank you very much for your courtesy. 

Mr. Kiuemrecp. Mr. Chairman, I have here a statement by Dr. R. T. 
Stormont, secretary of the Council on Pharmacy and Chemistry, and 
secretary of the Committee on Cosmetics, of the American Medical 
Association, which deals with the cosmetic aspects of the committee’s 
investigation. I suggest that, if the committee wishes, it be made 
a part of the record. 

The Cn AIRMAN, Without objection, it is SO ordered. 

(‘The statement referred to is as follows :) 


STATEMENT OF R. T. Stormont, M. D., Secretary, CouNCIL ON PHARMACY AND 
CHEMISTRY AND SECRETARY COMMITTEE ON COSMETICS Of} rie AMERICAN 
MEDICAL ASSOCTATION 


We regret the delay in complying with your request for information relative 
to the work of the committee on cosmetics of the American Medical Association 
and for recommendations regarding the pretesting of cosmetics which are of 
fered for general sale in this country It is understood that you are primarily 
interested in the possible deleterious effects of new cosmetic products 

\ general statement describing the history of the committee on cosmetics and 
its method of procedure, as well as a list of references to injuries attributed to 
cosmetics, is herewith appended 

There is no doubt but that new cosmetic formulations containing chem 
of unknown hazard or toxicity should he subjected to adequate pretesting 
cedures to establish safety for use before being released for mass sale 
general public. In addition to determining the effect of the new formulation on 
the skin, i. e., primary irritant and sensitizing qualities, other tests may be in 
order. Thus, in the case of a shampoo preparation which is apt to get into the 
eyes, tests of the effects of a new shampoo formulation on this important struc 
ture of the body should be carried out before the product is released for general 
sale. Reputable firms recognize their responsibility to the general pubic in 
this regard and apparently have the necessary tests performed prior to market 
ing their new cosmetic products 

In an address entitled “Chemicals in Cosmetics” before the section on food, 
drug, and cosmetic law of the New York State Bar Association on January 23, 
1952, Mr. S. L. Mayham, executive vice president of the Toilet Goods Association, 
Inc., takes the position that dermatologists or physicians, even though indivi 
duals of critical judgment, could not possibly predict whether or not a new cos 
metic formulation is apt to produce serious injuries. I wish to take issue with 
Mr. Mayham on that point Examination of the formula for a new cosmeti 
may reveal an ingredient which is already known to have a substantial irritant 
or sensitizing quality or potential toxicity, although the firm which is about 
to market such a product is unaware of this fact It is true that if the formula 
contains chemicals of unknown hazard no one can predict whether or not the 
consumer is apt to be injured through use of such a product However, any 
individual of critical judgment, whether he is a dermatologist, pharmacologist, 
or layman, can appreciate the need for adequate pretesting of such new cosmetic 
formulations to insure relative safety for use before they are marketed 

Mr. Mayham’s abusive and critical remarks concerning the activities of the 
American Medical Association in the drug and cosmetic fields are neither war 
ranted nor justified. When the Council on Pharmacy and Chemistry was organ 
ized in 1905 there were many elements in the drug industry which criticized or 
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condemned the purpose and objectives of this council. Gradually, pharmaceuti- 
cal firms came to recognize the worth-while role and activities of the council in 
advancing the science of medicine as well as acting for the betterment of the 
public health, and today the overwhelming majority of ethical drug houses are 
voluntarily cooperating with this scientific evaluating body to a very high degree. 
Mr. Mayham intimates that the underlying reason for the acceptance program 
of the committee on cosmetics is to promote advertising of cosmetic products in 
AMA publications. This is patently false. There is no charge whatsoever for 
the seal of acceptance of the committee on cosmetics or that of any of the scien- 
tific councils of the AMA. Furthermore, no firm having an accepted product is 
obligated in any way to purchase advertising space in any of the AMA publi- 
cations. If the AMA were primarily interested in substantially increasing its 
advertising revenue, the easiest way of doing this would be to do away with the 
acceptance programs in spite of the fact that the valuable service which such 
acceptance programs render to the medical profession and the genera! public 
would be lost. 

It must be remembered that the acceptance programs of the committee on 
cosmetics and the scientific councils of the AMA are effective only to the extent 
that firms participate voluntarily is a system of regulatory control. The AMA 
does not have the police powers of a regulatory agency over foods, drugs, thera- 
peutic devices and cosmetics, and does not wish to serve in such a capacity. It 
is my personal opinion that a “new cosmetic” amendment to the Federal Food, 
Drug, and Cosmetic Act, patterned in a general way after the new drug section, 
should not present any hardship to the conscientious and reputable manufacturer 
of cosmetics. 

I trust that the foregoing information will be of some value to you and the 
members of your committee. 


GENERAL STATEMENT ON THE COMMITTEE ON COSMETICS 


A. History of committee on cosmetics 

The board of trustees of the American Medical Association authorized the 
formation of a joint committee on cosmetics in 1948 primarily to study problems 
relating to medical interest in cosmetics and also to effect a better understanding 
of the usefulness of cosmetics. At the first meeting of the committee October 12, 
1M8, the objectives of the committee were defined as follows: (1) A study and 
classification of currently widely used cosmetics, (2) a study of the claims made 
for these various preparations, (3) the determination of the safety or harmful- 
ness of cosmetic preparations, (4) the preparation of a general listing of cos- 
metics acceptable to the committee and of those it now is unwilling to accept, 
and (5) the preparation of a series of informative articles for the medical 
profession and the general population (Hair and Scalp Treatments and Prepa- 
rations, J. A. M. A., 139: 840-844, March 26, 1949; Hair Dyes, Hygeia, 27: 318, 
May 1949). 

At the second meeting of the committee in January 1948 it was voted that the 
word “Joint” be dropped from the name of the committee and that it would hence- 
forth be known as the committee on cosmetics. At the same time, a seal of 
acceptance Was adopted to be awarded to those cosmetics which meet the require- 
ments of the committee. Manufacturers were then free to submit their products 
in conformance with the official rules (a copy enclosed). 

During the year that followed over 250 products were submitted for considera- 
tion. The majority of these were true cosmetic items as narrowly defined, while 
a smaller proportion included cleansing agents, baby products, and industrial 
protective creams. The committee continued to disseminate useful information 
on cosmetics to the medical profession and the general public through various 
media available for this purpose. It authorized the publication of the following 
reports: Lehman, A. J., Health Aspects of Common Chemicals used in Hair 
Waving Preparations (J. A. M. A., 141: 844, Nov. 19, 1949), and Status Report 
on Deodorant Soaps (J. A. M. A., 142: 814, Mar. 18, 1950). More than 1,000 
inquiries were received from physicians and laymen by the committee office on 
these subjects. 

At present, the committee is continuing its efforts to encourage increased 
emphasis on necessary manufacturing controls in cosmetic formulation, as well 
as thorough laboratory and clinical investigation of new cosmetic preparations. 
The committee also fosters a better understanding of the true usefulness of cos- 
metics and endeavors to alert the medical profession to health problems which 
may arise from cosmetic usage. The pamphlet Official Rules of the Committee on 
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Cosmetics is presently being revised to incorporate changes in patch testing 
requirements (item 10, p. 4 of official rules). Most recent scientific opinion indi- 
cates that a greater number of exposures is necessary to demonstrate sensitizing 
potentialities. Furthermore, a booklet incorporating the lists of accepted prod- 
ucts which have appeared in the Journal (copies enclosed), is being prepared. 

The present membership of the committee on cosmetics is as follows: 

1. Behrman, Howard T., M. D., assistant clinical professor of dematology, New 

York University, 2 East Sixty-nine Street, New York, N. Y. 
2. Blank, Irvin H., Ph. D., research associate in dermatology. Harvard Medical 
School, Massachusetts General Hospital, Boston 14, Mass. 
3. Foerster, Harry R., M. D., chairman, department of dermatology. Univer 

sity of Wisconsin Medical School, 208 East Wisconsin Avenue, Milwaukee, 
Wis. 

Huber, Harry L., M. D., 122 South Michigan Avenue, Chicago 3, Il 

Kehoe, Robert A., M. D., director, Kettering Laboratory of Applied Physiol 
ogy. University of Cincinnati, College of Medicine, Eden Avenue, Cincin 
nati 19, Ohio. 

Lehman, Arnold J., M. D., chief, division of pharmacology, Food and Drug 
Administration, Federal Security Agency, Washington 25, D. C. 

Rattner, Herbert, M. I)., chairman, department of dermatology at North 
western School of Medicine, 104 South Michigan Avenue, Chicago, Il 

Rothman, Stephen, M. D., section of dermatology, the University of Chicago, 
Department of Medicine, Chicago 37, IL. 

Zopf, Louis C., M. 8., professor of pharmacy, Chief, Department of Drug 
Service, College of Pharmacy, State University of Iowa, lowa City, Iowa. 

Stormont, R. T., M. D., secretary of the council on pharmacy and chemistry 
and secretary of the committee on cosmetics. American Medical Associ- 
ation, 535 North Dearborn, Chicago, II. 

Vethod of procedure 

All committee business is transacted through a confidential bulletin which is 
prepared at association headquarters The Bulletin, which is confidential to 
the members of the committee on cosmetics, is composed of several sections which 
are termed editorial pages (vellow pages), the record (which contains discussions 
and votes), the body (which contains statements, reports, recommendations, 
etc.) and the vote sheets 

The Bulletin ts issued at periodic intervals according to current needs. If 
the schedule is to be maintained, discussions and votes on proposed actions 
must be received in the office of the committee on cosmetics within 10 days 
following the mailing of the Bulletin from the committee's office 

All statements are presented to the committee through the secretary, although 
the statements may originate from any member of the committee 

The presentation of a cosmetic product is accompanied by a description 
prepared from the evidence offered by the manufacturer and other available 
sources, by a report from the referee (who normally would be a member of 
the committee), a report from the laboratory, and any special committees 
that might have need to report on the subiect rhe following Bulletin wil! 
present the discussion of the committee members, and the succeeding Bulletin 
the vote, except when on request of a member the vote shall be postponed f 
further discussion or the gaining of additional evidence. Postponement, how 
ever, Shall not be for more than 2 weeks unless specific reasons are set fort! 
with the request 

A majority of the vote cast is necessary for acceptance or rejection of a 
report or product If a report and its recommendation is not approved by the 
majority of the committee members voting, it shall be referred back to t! 
referee for a supplemental report, unless the negative votes are not explained 
\ supplemental report will be presented to the committee for discussion and 
wil! require for adoption a majority of the votes cast. 

The chairman may at any time refer the subject to a referee for a new 
report or to a new referee at the request of the former referee, if such action 
seems indicated 

\ vote mailed late but before the member receives the Bulletin containing the 

cord of the votes cast will be counted and reported in the next Bulletin even 
f it changes the decision 

When the majority of the votes cast is against the recommendation of the 
referee, the Secretary may after a lapse of 2 weeks move the opposite action, 
unless a further report from the referee has been received. 
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All reports are subject to amendment either before or after the discussion, 
the amendment being offered for discussion unless this seems unnecessary. 

The acceptance of any article may be rescinded by motion, providing a satis- 
factory explanation for such action accompanies the motion. The motion will 
be discussed and will require for adoption the majority of the votes cast. 

When the committee adopts a report explaining the rejection of an article 
voluntarily submitted by the distributor or, as occasionally may seem indicated, 
at the request of the committee, this report will in view of the distributor’s 
cooperation be submitted to him for consideration before publication. If the 
distributor files no reply to the committee's report of rejection within 21 days 
from the time the report is mailed, the secretary will release it for publication 
if the adopted action of the committee also included a recommendation for 
publication. If the manufacturer or distributor files a reply within the stipu- 
lated time, this reply will be referred to the referee for the article, who will 
report the reply with recommendations to the committee. 

While reports from referees or motions require only a majority of the votes 
east for adoption, recommendations of the Secretary cannot be adopted if more 
than one negative vote is cast, unless no explanations are offered with the 
negative votes. 

The committee may initiate an investigation and publish its findings on an 
article without the article being submitted by the manufacturer or distributor, 
if such action seems to be in the interest of the medical profession and the 
public. The findings do not have to be submitted in this instance to the 
distributor before publication. 

Articles that are accepted by the committee will be eligible for advertising 
with the committee seal as lone as the claims offered for the products remain 
acceptable to the committee. When an article is accepted by the committee, a 
brief description will be prepared for publication in the Journal of the American 
Medical Association. At suitable intervals, possibly each year, the accepted 
articles will be listed with appropriate descriptive monographs in a booklet 
ertitled “Cosmetics Accepted by the Committee on Cosmetics of the American 
Medical Association.” 

A meeting of the committee members is usually held annually for the purpose 
of discussing pertinent problems, 


(. Iniuries caused bu cosmetics 

Enclosed is a list of references to articles which have appeared in American 
Medical Association publications—the Journal and the Archives of Dorma 
tology and Syphilology. These references cover a period from 1940 to date 
and are believed to be representative of the published papers on adverse reac 
tions to cosmetics. No claim is made that these references are representative 
of all the types of reactions which may have occurred with the use of cosinetics. 
Injuries which are not reported in the literature apparently do occur if our 
inquiry service is an index. We have no knowledge of the legitimacy of these 
complaints from physicians or their possible incidence since it is not the com 
mittee’s policy to follow up individual reports involving rare cases of allergy 
to cosmetics. 


COSMETIC REFERENCES 


1. Downing, J. G., Dangers Involved in Dyes, Cosmetics, and Permanent Wave 
Lotions Containing Thioglycerol or Ammonium Thioglycolate Applied to 
Hair and Sealp, Arch, Dermatology and Syphilology, 68:561, May 1951. 

Parkhurst, H. J., Dermatitis From Nail Lacquer Applied to Costume Jew- 
elry, Arch. Dermatology and Syphilology, 63: 264, Feb. 1951. 

Reiches, A, J. & Lane, C. W., Temporary Baldness Due to Cold Wave Thio- 
giycolate Preparations, J. Am. Med. Assoc., 144: 305, Sept. 23, 1950. 

Rein, C. R. & Rogin, J. R., Allergic Eezematous Reactions of Nail Bed Dune 
to “Under Coats,” Arch. Dermatology & Syphilology, 61: 971, June 1950. 

Edelson, Edmond, Relative Allergenicity of Standard and Supposedly Hypo- 
allergenic Nail Polishes, Arch. Dermatology & Syphilology, 59: 522, May 
10. 

. Cohen, M. H., Clinical Appraisal of Cold Wave Process. Arch. Dermatology 
& Syphilology, 60: 14, July 1949. 

Behrman, H. T., Cold Permanent Hair-Waving Process; Dermatologic and 
Clinical Study, J. A. M. A., 140: 1208, Aug. 13, 1949. 

. Lehman, A. J., Health Aspects of Common Chemicals Used in Hair-Waving 
Preparations, Report of the Com. on Cosmetics, J. Am. Med. Assoc., 
141: 842, Nov. 19, 1949. 
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Fanberg, 8S. J. & Sharlit, H., Hyperkeratosis and Onycholysis After Use of 
New Nail Cosmetic (Everon), J. Am. Med. Assoc., 137: 785, June 26, 1948. 


. Goldman, L.. Mason, L. & McDaniel, W., Permanent Wave Process; Clinical 


Report, With Special Reference to Effect of Ammonium Thioglycolate on 
Skin, J. Am. Med. Assoc., 187: 354, May 22, 1948. 

McNally, W. D. & Seull, R. H., Thioglycolate (Ammonium) Cold Wave 
Process, Arch. Dermatology & Syphilology, 57 : 275, Feb. 1948. 

Sharlit, H., Cosmetic Dermatology; Alkalinity of Face Powder Mixtures 
Arch, Dermatology & Syphilology, 56: 666, Nov. 1947. 

Schonberg. I. L.. Unusual Source of Dermatitis Due to Nail Polish, 54: 65, 
July 1946, Arch. Dermatology & Syphilology. 


. Cotter, L. H., Thioglycolic Acid Poisoning in Connection With “Cold Wave 


Process, J. Ain. Med. Assoc., 131: 592, June 15, 1946; Comment by McCord 
131: 776, June 2Y, 1946 

Rostenberg, A., Jr. & Dahle, D., Accidental Dyeing of Hair by Face Powders 
Arch. Dermatology & Syphilology, 51: 209, March 1945 


Goodman, H., Astringent Acting Cosmetics, Hygeia, 28: 114, Feb. 1945 


. Goodman, H., Lubricating Creams, Hygeia, 23 : 20, Jan. 1945 
. Council on Pharmacy and Chemistry, Status of Cosmetics Containing Ho! 
’ 


mones, Report of Council, J. Am. Med. Assoc., 128:515, June 16, 1945 
Goodman, H., Clea ¢ Creams and Lotions, Hygeia, 22: 916, Dec, 1944 
Goodman, EL, Cold ¢ m, Hygeia, 22: S20, Nov, 1945 


] . 
Dohes, W ] & Nipnert PH Contact Eezema Due to Nail 


y - h very. DO: VTO. Oct. 1944 


& Van Dyck, L. S., Dermatitis Due to Nail Polish: Stud 
With Chief Allergeni« Component Toluene Sulfonamide Fort 
Resin and Related Substances, Arch. Dermatology & Syphilolog 
July 1944 
Ellis, F. A., Con t Dermatitis Due to “Leg ] ceup.” Arch. Der 
yp! g 7, March 1944 
Dermatitis From Cold 
ilology, 49: 432, June 1944 
tis Due to Hair Lacquer, Ar 
i? ’ i ? 
Ginsberg, L. « s, F. A., Hair Lacquer Pad Dern 
& Syphilolog March 1944. 
Madden, J. | | Example of Dermatitis Dus 
Dermatology & vp logy, 49: 197, March 1944 
Hollande , Aller matitis Caused by Hair L er Products 
Derm logy ¢ philology, 48 : G56, Dee. 1948 
Epstein, S ont ermatitis Caused by Hair La ler Pads: Character- 
istic Clinica "ctu! d m. Med. Assoc 123 iM), t >» 19438. 
Howell, . ; tact rmatitis From Hair La J. Am. Med. Assoc 


1 


Keil, H., Dermatitis to Hair Lacquer and Nail Polish, J, Am. Med. Assoc 
125: S57, Nov O43 

Shelton, J. M., Derm s Due to Nail Polish Foundation, Arch. Der 
tology & Syphilology, 48: 197, Aug., 1943—comment by Salsberg, 48: 41%, 
Oct., 1945 

Keil, H., Russo, J. J... & Van Dyck, L. S., Dermatitis Due to Nail Polish: Re- 
port of 2 cases, with Experimental Studies, Arch. Dermatology & Syphilo- 
logy, 48: 612 ( 1943 

Greenbaum, S. S., Hair Lacquer Dermatitis, J. Am. Med. Assoc., 123 : 436, Oct. 
16, 1943 

Rattner, H., Use of Urea in Hand Creams, Arch. Dermatology & Syphilology 
18:47, July, 1948 

Guy, W. H. & Jaco , ‘ Polish Dermatitis, J. Am. Med. Asso., 122: 
136, June 

Samitz, M I... Contact Dermatitis: Change in Sensitivity, Arch 
tol Sv} »: OS0, March, 1942 

Schonberg ‘ ermatitis Due to Liquid Lip Rouge, Arch. Dermatol 
Syphilolo: vy. £ Dev, Jan 1942 

Garbe, W., Nail Polish Dermatitis in a Man, Arch. Dermatology & Syp) 
ology, 46: 141, Jul 142 

Downing, J. G at Due to Cosmetic Lacquers, Arch. Dermatology & 
Syphilology, », Sept. 1941 


’ 
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. Hartman, M. S., Dermatitis Due to Nail Lacquer, Arch. Dermatology & 
Syphilology, 44: 70, July, 1941. 

. Palmer, R. B., Dermatitis From Nail Lacquer, Arch. Dermatology & Syphi- 
lolozy, 44: 13, July, 1941. 

. Osborne, E. D., Jordan, J. W. & Campbell, P. C., Jr., Dermatitis Venenata 
Due to Nail Lacquer, Arch. Dermatology & Syphilology, 44: 604, Oct., 1941. 

. Shellow, H., Generalized Dermatitis From Nail Polish, Arch. Dermatology & 
Syphilology, 44: 463, Sept. 1941. 

5. Bunce, A. H., Parker, F. P. & Lewis, G. T., Accidental Death From Absorption 
of Heatless Permanent Wave Solution, J. Am. Med. Assoc., 116: 1515, April 
5, 1941. 
Holtzman, I. N., Contact Dermatitis Due to Nail Lacquer, Arch. Dermatology 
& Syphilology, 483: 1007, June, 1941. 

. Ellis, F. A. & Kirby-Smith, H., Contact Dermatitis Due to Nail Polish, J. Am. 
Med. Assoc., 116: 45, Jan. 4, 1941. 

. Niles, H. D., Dermatitis of Hands Caused by Liquid Petrolatum in Proprie- 
tary Hair Tonic; Case., Arch. Dermatology & Syphilology, 43: 689, April 
141. 

. Hollander, L., Dermatitis Due to Face Powder Conveyor (Rubber Sponge 
Powder Puff), J. Am. Med. Assoc., 115: 2271, Dee. 28, 1940. 

. Shellow, H., Discoloration of Nails Due to Nail Enamel, Arch. Dermatology & 
Syphilology, 42: 480. Sept. 1940. 

. Hollander, L., Nail Lacquer Dermatitis, J. Am. Med. Assoc., 115: 1714, Nov. 
16, 1940. 

2. Murray, M., Chromidrosis (Due to Use of Face Powder) ; Case, Arch. Derma- 
tology & Syphilology, 41: 379, Feb., 1940. 

3. Wolcott, G. L., Dangers in Use of Cosmetics, Arch. Dermatology & Syphi- 
lology, 41: 64, Jan. 1940. 

. Eller, J. J. & Wolff, S.. Hormones and Vitamins in Cosmetics, J. Am. Med. 
Assoc., 114: 1865, May 11, 1940, and 114: 2002, May 18, 1940. 


COSMETIC REFERENCES 


. Dermatitis From Eyebrow Pencil! or Nail Polish, J. Am. Med. Assoc., (Query & 
Minor Note), 118: 1170, March 28, 1942. 
2. Cosmetic Dermatitis in Beauty Parlor Operator, J. Am. Med. Assoc., (Query & 
Minor Note), 133: 899, Mar. 22, 1947. 
3. Sensitivity to Face Powder & Perfume, J. Am. Med. Assoc., (Query & Minor 
Note), 116: 2556, May 31, 1941. 
. Intoxication Following Inhalation of Hair Lotions, J. Am. Med. Assoc., 147: 
998, Nov. 3, 1951. 
5. Pigmented Areas on Face, J. Am. Med. Assoc., (Query & Minor Note), 147: 
998, Nov. 3, 1951. 

Mr. Kietnrevp. Mr. Chairman, I think the statement of Dr. Dan 
Dahle, of Briston-Myers Co., referred to by the gentleman in the au- 
dience, might well go into the record. I have no objection. 

The CuarrMan. I want to see what the statement is first. 

Mr. Kternrevp. Perhaps he might show it to you, and perhaps the 
committee might decide to put it In. 

The Cuarmman. If you will submit it in writing, I am sure every 
member of the committee will give consideration to the request. I 
have no objection. I do not know what it contains. As a matter of 
fact, I have not objected to a single request for a statement becoming 
part of the record if it is from a reliable source. We do not want to 
clutter up the record but we have a right to cross-examine. 

Mr. Kuierxrevp. Due to the shortness of time, I would personally 
recommend that it go into the record. I have no objection. 

The Cuarrman. I would like to see what it is before it does go in. 

The committee will recess until Thursday at 10 o'clock. 

(Whereupon, at 11:50 A. M., the committee recessed, to reconvene 
at 10 A. M. on Thursday, March 6, 1952.) 
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THURSDAY, MARCH 6, 1952 


House or REPRESENTATIVES, 
SeL_ecr Commirree To INVESTIGATE THE USE 
or CHEMICALS IN Foops aANp CosMBTICS, 
Washington, D. C. 


The select committee met (pursuant to H. Res. 74 and H. Res. 447, 
82d Cong., Ist sess., continuing the investigation and study begun 
under authority of H. Res. 323, 81st Cong., 2d sess.) at 10 o'clock a. m. 
in room 429, Old House Office Building, Hon. James J. Delaney, 
chairman, presiding. 

Present: Representatives Delaney of New Y ork, Abernethy of 
Mississippi, Jones of Missouri, and Miller of Nebraska. 

Also present: Vincent A. Kleinfeld, chief counsel, and Alvin L. 
Gottlieb, associate counsel. 

The CuarrmMan. The committee will come to order. 

Call the first witness, Mr. Kleinfeld. 

Mr. Kietnretp. Dr. Ast. 

The Carman. Give your name and address to the reporter. 

Dr. Asr. Iam Dr. David B. Ast. My official capacity here is as 
representative of the American Public Health Association. 

The CuarrMan. Just your address, Doctor. 

Dr. Asr. Director, New York State Department of Health, Albany, 
ty 

(The oath was administered by the chairman.) 

The Cuarrman. You may proceed. 

Mr. Kurtnrecp. Mr. Chairman, you will recal! that at the end of 
the last meeting there were three things about which the committee 
reserved decision as tothe inclusion in the record, 

The first is a number of complaints of alleged cosmetic injuries 
which were referred to by Mr. Crawford, the Commissioner of the 
Food and Drug Administration. I suggest, 1f the committee concurs, 
that the letters of complaint be made a part of the record but that 
the names and products of the companies referred to be omitted in 
fairness to them. -1 suggest we put in the letters but delete the names 
of the companies anda the products inve ly ed. 

The CHarrMan. Without objection, it is so ordered. 

(The documents referred to are as follows :) 

STATE OF WISCONSIN, 
DEPARTME NT OF AGRICULTT RE, 
Madison, September 20, 1949. 


Mr. W. A. QUEEN, 
Chief Division of State Cooperation, Food and Drug Administration, 
Federal Sccurity Agency, 
Washington, D. C. 
Dear Mr. QuEEN: On September 15, Miss , a registered nurse 
living at * * *, Madison, Wis., and employed at * * * Hospital, 
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* * Madison, Wis., reported to this office injury to her right eye suffered 
from accidentally getting into the eye some of the proprietary deodorant * * ®*°. 
Miss ————— stated she had purchased a container of * * * at * * * 
Drug Store * * * Madison, about 2 weeks ago and when using it on Satur- 
day, September 10, 1949, some of the spray happened to enter her right eye, 
causing immediate acute pain, redness, and excessive lacrimation, with sub- 
Sequent swelling. She said she had consulted Dr. » Par © 
Madison, and had received treatment through him at * * * Hospital. 
7 . * * _ > . 

I have talked by telephone with Dr. ————, who is much interested in this 
case and says he places great credence in the history of the occurrence as stated 
by Miss - . He found the condition serious enough to warrant hospitaliza- 
tion for a time, but said that by the end of the fifth day the condition was enough 
better to see there had been real improvement. There had been acute con- 
junctivitis with necessity of removal of a film which he believed involved the 
epithelium. We did not go into his treatment in detail, but I believe it included 
administration of opiates and dilation. At the time I talked with him he said 
he did not believe the cornea would be permanently damaged, 

I also talked with Dr. Arthur L. Tatum, chairman of the department of phar- 
macology, School of Medicine, the University of Wisconsin, who said that astrin-. 
gents of the nature contained in * * * would coagulate protein sufficiently 
to give the symptoms suffered by Miss and could result in permanent 
damage. Dr said he will be glad to let Dr. Tatum and me know if there 
is such damage. 

* * a + 





Very truly yours, 
Datry Diviston, Foop Section, 
R. R. Crossy, 
Supervisor of Food Inspection. 


RicuMonp, VA., April 8, 1948. 


GENTLEMEN: I would like to bring to your notice a product that I think is 
dangerous and harmful. I think it would bear analysis or investigation from 
your department 

The product is called * * * and I am enclosing the leaflet that accom- 
panies each tube sold. You will notice in the directions for use that the manu- 
facturers say “allow it to remain on 5 to 10 tninutes, depending upon the texture 
of your skin.” I myself used the cream, but after it had been applied for only 
1 minute I experienced such great burning and irritation of the skin that I had 
to remove the cream. I have spent a week trying to subdue the irritation and 
redness of skin as a result of using this hair remover. As a service to future 
buyers I think the product should be investigated. 

I would be interested to hear from you. 

Yours truly, 
Mrs. - ——-. 

P. S.—I bought the cream ina * * * store and used it for underarm hair. 
The leaflet does not forbid use of the cream for this purpose, and I used it in 
good faith accordingly. 


[Letter undated; received March 9, 1951] 


Dear Str: I would like to know if you have inspected and passed the * * * 


product as harmless. 

A friend used the product on my hair Thursday, and my scalp and forehead 
is still a mass, mess, too) of sore scabs from the product. Is it possible there 
is an acid formation present during the hair-dyeing treatment? The pain caused 
from the solution and the sores resulting from it give me this conclusion. Just 
try it out and see for yourself. To top it off, it didn’t even change the color of 
my hair. 

Thank you. 
Mrs. 

Wasuineton, D. C., 
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DECEMBER 27, 1949. 
Re: FO 4 


PURE Foop AND DRUG ADMINISTRATION, 
Washington, D. C. 

GENTLEMEN: * * * has been putting out “a delightful cream that beauti- 
fies.’ It is packaged in the normal beauty-cream jar with a label telling 
advantages. In very small print on the bottom line it discloses that it contains 3 
percent ammoniated mercury and 2 percent powdered calomel 

On December 23 my 10-year-old daughter used some of the cream to beautify 
her little self and was severely burned all over the face. It took nearly 24 
hours for her face to come back to normal, and she had to spend the entire day 
in bed. 

I wish to inquire as follows: 

1. Does not a total of 
fication of poison’? 

2. Would that concentration be poisonous to an infant (internal)? 

3. Is it possible that ng continued external use over months or years might 
result in cumulative mercuric poisoning? 


its 


5 percent mercuric compounds come within the classi- 


| believe that adequ ite labeling could give consice rable protection, My daugh- 
ter has stated that she would not have dared to 


ise it if it ad borne the 
ormal poison label If it were properly labeled, mothers 


would realize the 
danger and would not leave it within range of 


nfants 
> . 
Very truly yours 


DETROIT DERMATOLOGICAL SOCIETY, 


Detroit, Mich., November 9, 1951. 
ERwin E. Newtson, M. D., 


Food and Drug Administration, 
Federal Necuritu Agency, Washinaton, D. C 


Dear ERwin: We in the Detroit area are somewhat concerned about a - 


which is registered by the United States Patent Office. Of course, as 


with so 
muny preparations, we see individuals who are allergic to them, and I think 
rightly this warning should be attached. However, it is surprising how many 
persons simply neglect te a patch test Our chief concern, however, and 
I discussed this with s« i e men, is about this statement that “this product 
should not be used for ng the eyelashes or eyebrows; to do 


I 


so may cause 
n the ordinary use of the prepara 
tion on the scalp, that ina tly some of the shampoo may get into the eves 
We n the local dern tor ci ociety feel, and I ki 


blindness.” Certainly » is a possibility, 


‘ 


of some ophthalmolo t . a product should not 


* 


Wich 

Dear Srrs: I bong! ' deodorant made bv the 
Drug Store, Bay City t poisoned me. Under both 
red, and it swelled up, a! so painful and itel 
walk without holdin t 1 up I've missed 
just beginning to peel 

What can about s? T've used deodorants and body 
life, since I'm old enoug! I've never had a break-out or 
kind before 

I would appreciate a prompt reply, and thank you 

Mrs 
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Mr. Kuiernrevp, You will also recall that you had reserved decision 
on an address by the executive vice president: of the Toilet Goods Asso- 
ciation entitled, “Chemicals in Cosmetics.” I think the members now 
feel that, too, should be made a part of the record. 

The Caarrman. What is his name? 

Mr. Kteryrevp. S. L. Mayham, executive vice president of the Toilet 
Goods Association. It is an address before the section on food, drug, 
and cosmetic law, New York State Bar Association, January 23, 1952. 

The CuHarrman. Let that be part of the record. 

Dr. Mirier. Yes, I think it should be. I have read Mr. Mayham’s 
address. Of course, we must realize he was addressing a group of 
men in a public meeting. There are some very excellent suggestions 
in the letter. 

I would lean over backwards, Mr. Chairman, to have it put in the 
record although it is critical. 

The Coamman. Without objection, it is so ordered. 

(The statement referred to is as follows :) 


CHEMICALS IN COSMETICS 


Address by S. L. Mayham, executive vice president, the Toilet Goods Association, 
Inc., before the section on food, drug, and cosmetic law, New York State Bar 
Association, January 23, 1952 


There are three phenomena of American life which would seem to have a 
direct bearing on the present agitation for further control of raw materials 
designed for use in the manufacture of cosmetics and toilet preparations. 

The first of these is the tendency, whenever some minor ill appears in our 
economic or social system, to quickly pass a law about it and then to forget the 
whole matter. This has led to many ill-advised pieces of legislation, and I some- 
times think that at least once a year Congress should spend a month or two doing 
nothing but repealing laws which have become antiquated and which were too 
hastily des'gned to ever have worked in the first place. 

The second is the tendency of bureaucrats, even such nice bureaucrats as those 
making up the personnel of the Food and Drug Administration, consistently to 
seek additional authority and more law for their bureaus to enforce. In the 
present case this tendency is the more remarkable because, on many occasions, 
officials of the Food and Drug Administration have said, both publicly and 
privately, that they are seriously handicapped in the enforcement of the present 
Food, Drug, and Cosmetie Act by shortage of money, and by shortage of personne] 
in both the laboratory and the field. So here we have them asking for more law 
when from their own mouths they admit they are unable adequately to enforce 
the law which they already have. 

The third phenomenon always happens every 2 years when the entire member- 
ship of the House of Representatives comes up for reelection. It consists of 
individual Congressmen seeking issues on which they believe they can be re- 
turned to Washington for another 2-year term. What they look for is a popular, 
but poorly understood, situation in which they can view with great alarm the 
dangers facing their constituents, and where they will never be called upon to 
explain the actual nature of these perils either to their constituents or to anyone 
else. Witness the Massachusetts State bill No. 1054 which would bar a well- 
known deodorant from sale in that Commonwealth. 

When you add to these three the success story of Mr. Rudolph Halley, which 
must indeed be a spur to counsel for any legislative investigating committee, 
you have in my opinion the real background behind the investigation of the use 
of chemicals in cosmetics. 

This agitation and this investigation should not lead to the introduction or 
the passage of additional legislation. The provisions of the present law, as they 
affect cosmetics, are entirely adequate to control any situation which is con- 
trollable with any type of law whatever. Of course, the present law will not 
catch the deliberate crook nor will the present law catch the manufacturer who 
is consistently and deliberately careless in his manufacturing and testing pro- 
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cedures. No law which conceivably could be passed by Congress would catch 
these deliberate violators. 

The coal tar color provisions of the present act, for example, represent about 
as severe a law on this subject as could be conceived. ‘They require that every 
batch of coal tar color to be used in cosmetics be individually tested and ap- 
proved by the Government which assigns a batch number to appear in all 
transactions involving the color until it is actually consumed. Severg penalties 
are provided for violations. 

In spite of this, over the period of years since the law was put into effect, 
out of 95 cases of adulteration, 23 arose from the use of noncertified or uncerti- 
fied colors. 

What is required under the present law, and I say this with the greatest re- 
spect for the Food and Drug Administration which I consider to have done an out- 
standing job of law enforcement, is better enforcement and a somewhat changed 
direction in enforcement activities. The Food and Drug Administration has 
consistently ignored the definition of cosmetics contained in section 201 (i) (2) of 
the act. This provision states, “The term cosmetic means * * (2) articles 
intended for use as components of any such articles * * *.” In other 
words, the law defines as a cosmetic any chemical or other article intended for 
use as a component of cosmetics or toilet preparations. 

A survey of the adjudicated cases indicates that this provision has beefi in 
voked in ouly two cases since the law was passed. One of these was to correct 
a coal tar dye situation where another remedy would probably have worked 
equally well. 

Chemicals, and especially new chemicals, to be used as ingredients in cos- 
metics, are not produced by small and irresponsible companies. ‘hey are almost 
without exception manufactured and sponsored by great chemical houses which 
for years have specialized in the production of things difficult to make by the 
smaller companies. They are manufactured by companies with names such as 
Eastman Kodak, du Pont, Atlas Powder, Dow, Monsanto, and others. 1 think it 
would be no exaggeration to say that, despite the responsibility and knowledge 
of these companies, few of them realize that the products which they offer to 
the cosmetic manufacturers are, in fact, cosmetics as soon as they offer them 
for that purpose. I know of no case in which the Food and Drug Administration 
has ever brought this to the attention of a chemical manufacturer. 

These companies are not in the business of producing things which will harm 
the ultimate consumer, when used as they suggest they may be used. They are 
in a position to undertake elaborate series of tests, not only to determine the 
suitability of the product for the purpose for which it is offered, but to determine 
that no possible harm can come to the ultimate consumer through the use of these 
products. This is what I mean by a better direction to enforcement. Let us 
utilize section 201 (i) for_a change and see if it does not exercise a salutary in- 
fluence on the whole situation. 

So much for the possibility of changed enforcement. Let us now consider 
just how necessary additional legislation is. In this connection I have sur- 
veyed the 189 (and there are only 189) adjudicated cases on cosmetics since 
the enactment of the law in 1938. During those 13 years there have been 95 
adjudicated cases brought under the adulteration provisions of the act. One of 
these was won by the defendant, leaving 94 such cases. Of these %4 
cases, only 59 were brought because of the presence of harmful or deleterious in- 
gredients used in the manufacture of the cosmetics. The other 35 were because 
of the presence of filth, products being held under insanitary conditions, and for 
other reasons technically and legalistically classified as adulterations. Of these 
59 which were brought because of the presence of a harmful ingredient, 22 came 
in the very early stages. There was a new law and cosmetics had never been 
previously controlled. These 22-were brought for the correction of conditions 
made illegal by a law which, previous to its passage, had not been illegal. In 
other words, this was to correct bad history and once it was corrected the law 
Was supposed to keep the situation under control. 

Hence, we have only 37 cases of the presence of harmful ingredients ad- 
judicated after the very early stages of law enforcement. Of these, three were 
hair dyes on which the caution label was unsatisfactory. They were brought 
under section 601 as containing a harmful ingredient and therefore would have 
to be included. However, ignoring them because of their peculiar nature, we 
now have a total of 84 adjudicated cases due to chemicals in cosmetics: 14 of 
these involved a permanent waving fluid of almost uniform composition, 10 
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others were hair lacquers, again of almost uniform composition. You might 
almost treat these 24 cases, because they involved substantially the same products, 
as merely two cases, and if you did you have a bare dozen cases other than these. 
But let us be generous and say there were 34 cases where the presence of a chem- 
ical in a cosmetic was brought to court and proved to have done a harm, 

This was over the period of 13 years since the law went into effect. During 
that time, the Toilet Goods Association has estimated that the total sales of 
cosmetics amounted to $8,860,000,000. Being most conservative with respect to 
an estimated price, per unit, this would amount to sales over the 13 years of 
26,301,000,000 packages of cosmetics sold and consumed in the United States. I 
contend that to find only 34 cases where harm has arisen from the presence of 
a poisonous ingredient in over 26 billion packages of cosmetics sold is not only “de 
minimis” but is really “much ado about nothing.” 

Since there is nothing to correct, I hesitate to take the time to outline the 
corrective steps which the course of the Delaney committee hearings to date would 
indicate are in the minds of the committee and others seeking new legislation. 
However, the remedies which would seem to be in their minds are of such 
character that I think they should be examined, in case, by some mischance, 
legislation on this subject should ever be introduced. Several types of remedies 
would appear to be in the minds of those who would like to see additional law. 

The first is to write into the cosmetic section of the present law something akin 
to the new drug application provision of the present law, section 505. In my 
opinion, this type of remedy, which is apparently foremost in the minds of the 
officials of the Food and Drug Administration, would be ill-advised for two 
principal reasons. One of these is that the processing of a new cosmetic appli- 
cation by the present staff of the Food and Drug Administration would involve 
very heavy new duties for some members of the staff, placing an almost in- 
tolerable burden upon their limited facilities. It would require spreading very 
thin all the necessary research work involved in a new drug application, in cases 
where such an application is really necessary. 

Let us see how this proposal would have dealt with the “horrible examples’ 
cited by Mr. Harvey of the Food and Drug Administration in his solicited letter 
to the Delaney committee. The first of Mr. Harvey’s “horrible examples” had 
to do with a new permanent-waving preparation alleged to have killed a woman 
in Atlanta, Ga. Medical testimony on this particular case, however, is very 


conflicting and the manufacturer whose product was alleged to have caused this 
fatality has what seems to be adequate medical testimony to the effect that the 
woman was not killed by the solution at all but died from quite other and natural 
In any event, no suit for damages was ever brought against the manu- 
facturer: no other fatality or serious damage was caused from the preparation 
which has long since disappeared from the market, not because of this but be- 
that it became outdated. This case, I think, may be deleted 


causes, 


enuse of the fact 
from our consideration. 

The second of these “horrible examples” were hair lacquer pads designed to 
keep the hair in place at the time of the popular upsweep hairdo. There is no 
doubt in the world that the original lacquer pads, designed for this purpose just 
prior to the war, would have passed a new cosmetic application had such a pro- 
vision existed in the law at that time. What happened was that after the 
original lacquer pads had been used for some time and without any damage, war- 
time shortages caused the supplier of these lacquers to make certain changes in 
his formulation, without notice to his cosmetic-manufacturing customers, and 
then the damage took place. A new cosmetic application would not have changed 
the picture and the procedure of seizure and recall which was followed in this 
case would have had to be followed in any event. This might have been followed 
by revocation of the approval of the new cosmetic application, but this would 
have come later, because action of this kind by the Food and Drug Administra- 
tion does not customarily happen until after the damage has taken place. Inci- 
dentally, a number of new drug applications accepted and passed by the Food 
and Drug Administration have later been revoked under similar circumstances, 

The third “horrible example” cited by Mr. Harvey was a nail base coat which 
caused certain alleged damage to susceptible individuals. In this case, one of 
the manufacturers who placed these base coats on the market did enough re- 
search so that they would have passed a new cosmetic application had one been 
in existence. They were tested on several hundred individuals without damage. 
Subsequently again, a change in formulation by the supplier brought about dam- 
age. but no new cosmetic application would have prevented this from happening. 
Incidentally, it was pointed out to the Food and Drug Administration at the 
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time when this unfortunate accident occurred, that all these nail base coats origi- 
nated from one important supplier. The Food and Drug Administration never 
cited or never made a seizure of the product of this particular house, nor, so far 
as I have been able to find out, did they ever consult with this house with a view 
to stopping the damage. Rather, they engaged in difficult, expensive and al- 
most futile efforts to pin the damage on the cosmetic manufacturers. I submit 
that this is not the course best designed to protect the public although it may be 
the method best designed to build a reputation for the bureaucracy. Incidentally, 
the Food and Drug Administration using all of its fine technical facilities never 
has found out what actually caused this allergic reaction. 

My second reason has to do entirely with the character of the cosmetic in- 
dustry. The cosmetic industry is made up of approximately 1,800 Companies 
Under the definition of “small business” recently issued by Secretary of Commerce 
Sawver, more than three-quarters of these companies are definitely small-business 
enterprises A study of the research and development work needed to prepare a 
new drug application would lead to the belief that somewhere in the vicinity of 
$12,000 to $20,000 must be expended by a manufacturer in preparing the appli- 
cation. this amount being for chemical, biological, and clinical experimentation of 
a character required to convince the Administration of the harmlessness of such 
a drug 

Let me cite one or two examples of how this might affect an industry built up 
of very small units such as is the cosmetic industry Twenty years ago three 
brothers and a brother-in-law started in the cosmetic business, placing on the 
market a product on which certainly a new cosmetic application would have been 
required had there been this provision in the law. Their capital was approxi- 
nately S600, most of it borrowed. Today that company enjoys a world-wide 
business in excess of $25,000,000 annually Its fine products are available at 
reasonable prices to men and women all over the United States. It has been a 
peculiarly American success story 

About S vears ago, again two brothers with very limited resources started to 
manufacture a cosmetic product on which again a new cosmetic application 
would have had to be files Six years after they started the business they sold 
it for a reported $201 io! Again I submit that this is a peculiarly American 
snecess story. 

Neither ne of these con panies would or could have been started had this 
prop sed remedy heen al rt of existing law at the time when they were or 
ganized Among the 1,200 little fellows now engaged in the cosmetic industry 
and those that are coming in from time to time, who knows how many Revlons 
and Tonis may develop, not only to their own profit but to the great benefit of 
consumers thronghout the United States and as a badly needed example of how 
the American svstem of free ente rypy ise works 

From my observation of the industry, I would say that more than two-thirds of 
the present cosmetic manufacturers do not have sufficient resources to file one 
single new cosmetic application should there be such a provision in the law. Do 
the proponents of this remedy desire to put two-thirds of the industry, repre 
sented by these small, responsible, hard-working manufacturers out of business 
or in a position where they cannot progress and thereby turn over a larger share 
to the well-financed larger units? I think they do not. I think they merely 
have not thought the remedy through. ; 

The se | proposal—uand this seems to have originated in the mind of counsel 
to the I elanev committer is to list all ingredients of every cosmetic on the 
label. Obviously it must have originated with someone who knew very little 
about the cosmetic business or about cosmetics in general. Even under the very 
severe drug provisions of the law, the drug manufacturer has to list only his 
active ingredients on his label. He is not required to list the vehicles nor the 
flavor, nor even the coloring 

Let us look at this proposal for a moment and consider how it would work. 
First, | have examined a very great many cosmetic formulas. Few of them con 
tain less than 15 ingredients and many of them contain 50 or more. Just where 
on the label or in the labeling would this list appear in distinguishable form? If 
you consider the perfume ingredients used in some of these products, you might 
well have to list 150 items on the label. The names of most of these would be 
completely unfamiliar to anyone who might want to read them, and again, I can 
not imagine a label large enough to contain this information. Just what effect 
would the listing of these ingredients on the label have had on the three “horrible 
examples” cited by Mr. Harvey? I suggest substantially no effect at all. It would 
not have prevented, minimized or controlled these three unfortunate accidents. 
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In committee hearings to date it seems that the background for this most cur- 
lous proposal is that some people suffer cosmetic allergies just as some people 
suffer food allergies, drug allergies and in fact allergies to almost everything ex- 
cept air and water. These unfortunate people, it is supposed, would like to have 
the names of all ingredients in a cosmetic listed so they can avoid those to which 
they are allergic. Also, it is pointed out that in the nonstandardized foods, 
ingredients are listed on the label. With this latter statement in mind, I under- 
took to ask 100 women a simple question relative to food labels. The question 
was this “Does the label of the food product which you buy at the grocery store 
contain the names of the ingredients?’. Out of 100, 90 did not know and frankly 
confessed that they did not know. Out of the 10 who knew, 6 reported, in response 
to further questioning, that they never read the ingredients named although they 
knew they were listed. The other four sometimes read them and not a single 
one said she always read them. 

ut let us co back now for a moment to the lady who is allergic. She goes to 
a dermatologist who discovers that she is allergic possibly to lanolin, so she 
wants to avoid lanolin in cosmetics. If her dermatologist really knows his 
business he is aware of the fact that there are already a number of cosmetic 
manufacturers making hypo-allergenic cosmetics which exclude every possible 
known allergen and that these companies are willing to make up on special order 
at very, very reasonable prices cosmetics, excluding the ingredients to which the 
individual may be allergic. So, the industry itself has made provision to take 
care of these cases of allergy and it would seem quite folly to insist on listing all 
the ingredients of a cosmetic, when absolutely nothing in the way of public pro- 
tection would be accomplished by doing it. 

The third proposal which has arisen before the Delaney committee is a little 
more subtle and by its very subtlety it discloses its origin. The suggestion is 
made, in questioning a witness, that his products should be submitted to the 
American Medical Association for approval or, at least he is asked if he does 
submit them to the committee on cosmetics of the American Medical Association 
for approval. Further questioning brings out the desire of someone to have a 
law creating a committee, consisting largely of dermatologists, to control 
cosmetics. 

I think we do not have to examine that proposal at length to know where it 
originated. I have watched the American Medical Association’s activities in the 
drug field for a period of over 30 years. I have seen the strangle hold which this 
group has upon the manufacturers of medicines and drugs, and at the same time, 
I have witnessed the growth of what might almost be called a “medical publica- 
tion trust” with as fantastic a record of earnings as any publishing house that I 
know of, and I was for many years in the publishing business. 

This proposal suffers from three great difficulties. First, if it went through, it 
would require another expensive Government bureau, and a bureau which could 
not possibly do either the public or the industry any good whatever. Dermatolo- 
gists are accustomed to treating diseased conditions of the skin. They are not in 
general equipped to consider the application of cosinetics or other products to the 
healthy skin and, with the exception of a few outstanding dermatologists who 
have made a study of cosmetics and of the cosmetic industry, their ignorance of 
cosmetics is fantastic. If there were to be a committee of this kind, and it would 
still be inconceivable to have one, dermatologists and in fact medical men should 
play a very small part init. Rather, we should have pharmacologists whose entire 
training has been along the lines of determining the properties of materials and 
whether they possess any harmful or deleterious qualities. 

Just what effect would this proposal have had upon the “horrible examples” 
cited by Mr. Harvey? I suggest that a committee of dermatologists could have 
done nothing in any of these cases until after the damage had been done and very 
little then. They could not even have known that any damage was likely to be 
,done until long after it had happened. There would have been no cure here for 
these unfortunate accidents. 

A few years ago, the AMA organized its committee on cosmetics. It appointed 
a number of doctors as members of the committee. Not one of these, so far as a 
search of their previous records and experience is concerned, had any specialized 
knowledce of the cosmetic industry at all. In announcing the formation of the 
committee, the AMA indicated that it was for the education of the medical profes- 
sion into the usefulness of cosmetic products. Many people were probably taken 
in by that announcement. The educational results, after three or more years of 
operation, have been two articles consisting of a rehash of well-known facts and 
fables about cosmetics which have appeared in the AMA Journal and the an- 
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nouncement that the committee would, in the future, issue a seal of acceptance 
(note I] say “acceptance” and not “approval”)—to manufacturers who would 
submit their cosmetics to the committee along with a considerable amount of 
verbiage regarding their constituents, claims, etc. 

If the AMA issues a seal of acceptance for advertising (and it carefully avoids 
saying “seal of approval”) obviously the seal means acceptance of advertising. 
What it really says is, “we are accepting your advertising in our already very 
profitable journals and we hope you will do a great deal of it, and then you will 
get a nice little seal which the public may, and probably will, misinterpret as 
meaning that we have approved your product, which of course we do not and we 
cannot, since we know very little about it.” Just how gullible can we be and 
should we pass a law endorsing and enforcing such a questionable activity’ 

These are the three remedies which have been proposed or appear to have been 
proposed at the hearings. If there are others, they have not come out into the 
open and again I submit that to cure no disease at all, the dosage of these remedies 
s enough medicine to kill the patient three times over. 

Finally, may I point out what the real remedy to this situation is, if indeed 
it needs any remedy atall. I would call attention t he rd of the hearings of 


re 
the Delaney committee to date Practical ver) ndustry witness who has 
| 


appeared has shown how carefully he insists upon centrol of the prceduct from the 
time of purchase of the raw material unti) the ultimate consumer actually uses 
it. He tests the raw materials, he tests the products in process, he tests the fin 
ished product and he does so without any great love for the public but because 
he knows that if a manufacturer puts out something that is harmful and poisonous 
he will not stayin business. It is strictly a selfish proposition. 

Automobile manufacturers do not put out ante mobiles with defective wheels 
You need no law to compel them to put good wheels on their cars. rd 
metic manufacturers put out poisonous lipsticks nor use poisonou 
knowingly in their product 

Nearly 13 years ago the Toilet Goods Association began the study of sn 
raw materials with a *»w to establishing standards for these materials which 
would insure their con ‘te sufety and their adequa for the purpose During 
that time, near 40 su ne al : l 
Association In the case of many of these standards the 
Goods Associatior specihcations are more severe than those 
Pharmacopaeia or the National Formulary 
vill be continued until virtually the entire 
be en covered by Toilet Goods Asso iation Stal 

During that period we have suceeded, for ex: ile, in tremendcus!ly improv 
ing the quality of titanium dioxide by eliminating harmful impurities from sup 
plies offered to the cosmet industry. We have done the same thing in a 
product more frequently used in medicine, zine oxide. The present law permits 
the Food and Drug Administration to improve standards for products intended 
for vse in drugs. During the same period, I reeall no case in which a Food 
and Drug Administration standard has superseded one in either the USP or NF 
It remained for the toilet goods industry to do that 

Three vears ago the Toilet Goods Association established a substantia 
at the laboratory of applied physiology at Yale University rhis was 
to study cases of allergy, sensitivity and irritation arising from Cos ti and 
from a list of nearly 2,000 ingredients used from time to time in cosmetics This 
is a costly venture. It will be without profit to anyone except the medical 
profession, which will learn more from the published work of this study than it 
has been able to learn from any source in the past recarding this highly d'ffieult 
branch of medicine. During the same period the only work sponsored to any 
yreat extent by the AMA has been the raising of a fund of millions to fight 
legislation which they believe detrimental to their interests I think, gentle 
men, the contrast between the work of the industry as shown by the activities 
of the Toilet Goods Association with those of the Federal Security Agency and 
of the AMA is too clear to require further elaboration. 

There is nothing wrong with the use of chemicals in cosmetics. The cases 
which have been brought out in the record of the Delaney committee and pro- 
duced by the staff of the Food and Drug Administration are not nearly so numer 
ous or not nearly so dangerous to the public health as those which occur every 
day in the food field and in the drug field. The fringe operator and the crook 
you cannot catch by any law and the present law, if properly enforced, is com 
pletely adequate for the purpose of public protection for which it was originalls 
intended. The industry is consistently improving its methods, improving its 


standards have been issued b 
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raw materials and its finished products. It intends to continue to do so, but it 
does not want to see the present law ruined by the attachment of amendments 
which will not only not work but which will prove damaging, if not disastrous, 
to the large number of small manufacturers from whose ranks will come the 
giants of the future, and from whose further study of cosmetic problems will 
come new and better cosmetics and toilet preparations to the benefit of the health, 
well-being and morale of American men and women. 


Mr. Kuiernretp. Last is the one referred to by some gentleman at 
the last hearing, which is a statement by Dr. Dan Dahle, director of 
production research of the Bristol-Myers Co. Since the gentleman 
felt so strongly about having it in the record, I think it might be well 
to make it a part of the record also. 

The Cuatrman. Did the members receive a copy? 

Mr. Kuernrecp. Yes. 

The CrarrMan. I have no objection. 

Mr. Kieinrecp. Congressman Jones and Congressman Abernethy 
indicated no objections to it. It indicates the opinion of this gentle- 
man that no further legislation is needed in the cosmetic field. 

The CuHarrman. Do you recommend it go in? 

Mr. Kuernrewp. I do. 

The CuarrmMan. Without objection it is so ordered. 

(The statement referred to is as follows :) 


STATEMENT BY DAN DAHLE 
QUALIFICATIONS 


Education: Ch. E. 1919, Chalmers Institute of Technology, Gothenburg, 
Sweden; M.S. 1934, American University, Washington, D. C.; Ph. D. 1986, Ameri- 
can University, Washington, D. C. 

Experience: 1919-1920, Teaching high school, Sweden; 1920-1921, chemist, 
Advex Manufacturing Co., Brooklyn, N. Y.; 1921-1923, chief chemist, Wilckes- 
Martin-Wilckes Co., Camden, N. J.: 1924-1928 assistant State chemist, Tallahasse, 
Fla.: 1928-1932, chief chemist, United States Food and Drug Administration, 
Savannah, Ga.; 1932-1938, research chemist. United States Food and Drug 
Administration, Washington, D. C.: 1989-1948, acting chief, Cosmetic Division, 
Food and Drug Administration, Washington, D. C.; (I do not recall the exact 
date here, but there was no change of duties involved when I was made full 
Chief) ; 1942, on loan to War Production Board as consultant on cosmetics ; 1943- 
46, Chief, Cosmetic Division, Food and Drug Administration, Washington, D. C.; 
1f46 to present, director of research, Bristol-Myers Co., Hillside, N. .J. 

While working in the Cosmetic Division, Food and Drug Administration, I was 
responsible for the writing of the specifications for the certified coal-tar colors 
listed in S. R. A. F. D. C. No. 3 and for the development of analytical methods 
for the examination of cosmetics and coal-tar colors. 


STATEMENT 


The Bristol-Myers Co. manufactures the following cosmetics and toilet prepara- 
tions: 
Ammens medicated powder 
Benex brushless shave 
Ingram improved cream 
Ingram lather shave 
Ipana tooth paste 
Ipana penicillin tooth powder (really an Rx drug item) 
Mum deodorant 
Mom lotion deodorant 
Trushay hand lotion 
Vitalis hair tonic 
Vitalis hair cream 
In these products we use 48 raw materials, listed below 
(The list referred to is in the files of the committee.) 
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The tests made by us on materials and finished products may be divided into 
two categories ; manufacturing standards and special tests. 

Manufacturing standards are set up to cover all our plant and laboratory opera- 
tions and consist of the following: 

1. Raw material specifications, covering as far as possible, all raw material 
characteristics, sufficiently variable to have an effect on safety, quality, or uni 
formity of our products. No raw material is accepted for use that does not con 
form to specifications, unless special permission gs granted by the research de- 
partment 

2. Formulas, stating the amounts and percentages of ingredients in the various 
products. 


3%. Process standards, covering the essentials of the actual manufacturing 
operations, and consisting of 

(a) Flow chart: A diagram showing the movement of materials throug! 
the process 

(b) Material standards A statement of the required characteristics of 
all materials, 1 r otherwise, brought into the department for processil! 
Wherever al able S. P., N. F. or T. G. A. specifications are used 

(c) Operating standards: A tabulation of temperatures, pressures, and 
other variables t » adhered to 

(d) Operating instructions: Detailed directions for ¢: 


cess 


(¢) Sample instructions: A statement of the method of sampling, sample 
marking, frequency of sampling, and tests to be made on each sample 

f) Finished product standards or limits within which processed ma- 
terial may be passed for shipment or further processing. 
4. Analytical methods constituting standard procedures for use in the analy 


; ’ 


ical laboratory in testing raw materials as well as intermediary and finished 
products 
Manufacturing standards must be adhered 1 all details No deviation is 
permitted unless it is authorized in writing ‘ t mani: and/or tl 
director of research 
All incoming batches 
mnufacturing depa 
inl has been re 
various sumples taken dul e pl 
prior to filling and secon rior to shipment 
In addition to manu uring standards we 
pose of this inspett is to supplement 
of “plant contro wl hnically t1 


stauntly checking fact ng, finishing, and shipping 
affec the quality 
The inspectors li ; rt all deviations from standards or 
unfavorable obse tis te dep: t head If the nspector believes 
that the condition ij ou meh trrant Shutting down tl process Or 
operation, he has the uthority to do so before notifying the department head 
rhe nspectors are nstructed to pay particular attention to quality of the 
product at every stage of inspection and to make daily reports of all observation 
and recommendations to the head of the contre departinent 


They also visit the shipping department at least once a week for a routine check 
on storage conditions (such as goods standing in ' 

hort, 
may affect product quality 


sunlight, in areas whiel re 


cold, or exposed to the weather, etc.) Insofar as said storage conditions 


The research department furthermore makes a periodical check of formulas 
and processes 

In such an audit of a process, every detail of the standards is checked. from the 
formulas to finished-product standards and including such raw-materi 


naterial speci 
fications as are concerned (If any portion of the standards cannot be checked 
at the time of the audit, the operator or his superior must be questioned ; to 


as 
what is the usunl procedure 


All raw materials are checked as to eondition and marking of conta 


ners, 
suitability of 


storage conditions, conformity to raw-material specifications, and 
as to whether all shipments have been analyzed and passed before use 
Under sample instructions, a check is made 


to see that samples are taken, 
marked 


and analyzed as specified 
All recording and indicating instruments are checked for accuracy and adjust 
ments made or replacements arranged for when necessar) 


r\ 


656s }— int 4 





1738 CHEMICALS IN FOODS AND COSMETICS 


Special tests are made during various stages of the development of a new 
product or the substitution of a new raw material for one already in use, These 
tests include chemical as well as pharmaceutical and clinical experimentation. 

Briefly our stages of product development are— 

(1) Literature search by an experienced librarian on any material the 
properties of which are not sufficiently known to us. Particular emphasis 
is laid on collection of all available data concerning toxicity (acute and 
chronic), irritation, and s@nsitization. 

(2) Contact with reputable suppliers of the material in question for their 
available data on (a) composition, (0b) chemical properties, (c) toxicity, 
irritation, sensitization, (d) application properties, (e) specifications and 
tolerances, and (f) price. 

(3) Pharmacological testing of raw material where indicated. 

(4) Preparation of experimental formulation series. 

(5) Stability testing of experimental products under various conditions. 

(6) Testing the finished product by actual use on a limited number of 
humans, (This is preceded by pharmacological testing on animals and 
often clinical testing on humans if there is any reason to suspect that the 
product may be toxic, irritating, or sensitizing.) 

(7) Consumer panel testing (i. e., comparison under actual use condi- 
tions by 500 to 600 persons of the new product with an existing product, 
designed for a similar purpose). 

(8) Sales test in a limited area. 

If the product passes these tests successfully it is considered ready for general 
distribution. 

So much for the testing done by our control and research departments. As to 
the question of need for further strengthening the Food, Drug, and Cosmetic Act 
of 1088, 1 frankly feel that additional enforcement under the present provisions 
of the act would serve the same purpose and should be tried first. 

DAN DAHLE, 
Director of Production Research, 
Bristcl-Myers Co. 


The Cuamman. Mr. Kleinfeld, will you proceed, please. 


TESTIMONY OF DAVID B. AST, D. D. S., M. P. H., ALBANY, N. Y., REP- 
RESENTING THE AMERICAN PUBLIC HEALTH ASSOCIATION 


Mr. Kieinreip. Dr. Ast, what degrees do you hold? 

Dr. Asr. I hold a degree in dentistry, D. D.S., from New York Uni- 
versity, 1924; master in public health from the University of Mich- 
igan in 1942. 

Mr. Kirinretp. Generally speaking, what has been your profes- 
sional background since you received your degrees ? 

Dr. Asr. I was in the practice of dentistry from 1924 to 1938. 
During that period I was a member of the teaching staff at New 
York University. I was a member of the hospital staffs of Presby- 
terian Hospital and Fordham Hospital in New York City. I was a 
contributor to a textbook on periodontia, edited by Dr. Samuel Charles 
Miller. 

In 1938 I assumed my role as director of the dental services for the 
New York State Department of Health and have been so employed 
continuously from that time. 

During this period I have had appointment as special lecturer in 
public health administration at the School of Public Health, Colum- 
bia University, and at the Albany Medical College. 

Mr. Kiernrecp. Your statement represents the viewpoint of the 
American Public Health Association ? 

Dr. Ast. It does. 

Mr. Kiernretp. What is your specific connection with the New- 
burgh experimental study ? 
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Dr. Ast. I initiated the Newburgh-Kingston caries fluorines study 
in 1944 and have directed it continuously since then. 

Mr. Kvierrevp. Please read your statement. 

Dr. Asr. Prior to 1944 several epidemiological studies deternined : 

1. A number of potable water supplies in different parts of the 
United States naturally contained fluorine in varying concentrations 
from 0.05 parts per million to more than 10 parts per million. 

2. When the fluorine concentration was in excess of 1.0 part per 
million, mottling of the enamel of the teeth of some of those ingesting 
such water during the years of tooth development resulted. 

3. The degree of mottling, that is, very mild, mild, moderate, or 
severe, and the extent in terms of numbers involved were direct ly pro- 
portionate to the concentration of fluorine in the potable water coa- 
sumed during the years of tooth development. 

t. No deleterious effects were reported from the ingestion of water- 
borne fluorides other than mottled enamel. 

5. Where the fluorine content was approximately 1.0 part per 1 iil- 
lion, children ingesting such water during the years of tooth devel- 
opment had— 

(@) Sixty percent less dental caries experience in their permanent 
teeth than comparable aged children in fluoride-free areas. 

(5) There were six times as many children completely caries-free 
as compared with those in flouride-free areas. 

(c) Seven-five percent less first permanent molar loss than in com- 
parable aged children in fluoride-free areas. 

(@) All of these benefits without any disfiguring mottled enamel. 

In June 1944, the New York State Department of Health initiated 
a study to determine whether the supplementation of the fluoride ion 
in communal water supplies having less than the optimum—approxi- 
mately 1.0 part per million fluorine—would have the same beneficial 
effects as noted in areas where this concentration was found naturally 
in the potable water. Studies were subsequently initiated in Grand 
Rapids, Mich.; Brantford, Ontario; Sheboygan, Wis.; Evanston, LIL, 
and other areas. 

The Commissioner of Health for New York State appointed an 
advisory committee to assist the State Department of Health in plan- 
ning the various types of tests which would be necessary to determine 
the efficacy and safety of such a program. This committee con- 
sisted of: 

Dr. Katherine Bain, director, Division of Research in Child Develop 
ment, Children’s Bureau, Washington, D. C. 

Dr. John Caffey, roentgenologist, the Babies Hospital, Columbia 
Presbyterian Medical Center and professor of clinical pediatrics, Col- 
lege of Physicians and Surgeons, Columbia University. 

Dr. William J. Gies, professor ot biological chemistry, College of 
Physicians and Surgeons, Columbia University. 

Dr. Harold C. Hodge, professor of pharmacology, University of 
Rochester, Rochester, N. Y. 

Dr. Philip Jay, assistant professor of oral pathology, University of 
Michigan, Ann Arbor, Mich. ; ; 

Dr. Samuel Z. Levine, pediatrician in chief, New York Hospital, 
New York City. 

Dr. Maurice Pomeranz, attending roentgenologist, Hospital for 
Joint Diseases, New York City. 
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This committee, with two changes, has been functioning continuously 
from 1944 through the present period. The two changes were: Drs. 
Jay and Pomeranz have been replaced by Dr. Basil G. Bibby, director 
of the Eastman Dental Dispensary, Rochester, N. Y., and Dr. John 
W. Fertig, Professor of biostatistics, School of Public Health, Colum- 
bia University. 

Two comparable cities, Newburgh and Kingston, N. Y., each with 
a population of approximately 30,000 were selected for the study and 
control areas respectively. The potable water in each city had from 
0.05 to 0.1 parts per million fluorine naturally. 

The study was planned on a 10-year basis because it was presumed 
that any potential dental benefits which may accrue would be the 
results of the effects of ingested water-borne fluorides on the develop- 
ing and calcifying teeth. The crowns of the permanent teeth are all, 
with the exception of the third molars, calcified by about age 8 so that it 
would take about 10 years to study the full benefits of such a program. 

The types of examination which were agreed upon were : 

1. Dental examinations for all of the elementary school-age children 
in both cities, about 3,200 children in each city. 

2. Medical examination, including complete physical examinations, 
X-ray study of the hands, forearms and legs, and blood and urinalyses. 

These medical examinations were initially made for a group of 500 
children in each city with an age distribution of 100 under age 1, 100 
age 1, 200 age 2 to 5, and 100 age 5 to 9. During each of the first 5 
vears of the study an additional group of infants under | year of age 
was enrolled. 

In addition to the above examinations special opthalmological and 
otological examinations were made for smaller groups of children 
annually. 

All of the above types of examinations, both medical and dental, 
were first made in Newburgh in 1944 to 1945 to obtain a base line prior 
to fluoridation of Newburgh’s water supply, and in 1945 to 1946 in 
Kingston for the base-line data. The dental examinations have been 
made on an annual basis in each city thereafter and the medical exam- 
inations during the early years of the study were made two and three 
times a year. They are now made annually. 

At the last medical examinations made in 1950 to 1951 there were 
613 children in Newburgh and 482 children in Kingston, age a little 
over 1 to 15 years in the study. For the dental examinations 2.905 
children in Kingston, and 3.344 in Newburgh age 4 to 14. 

All of the X-ray films, of which several thousand are taken each 
year, are read by Dr. John Caffey, a member of the advisory commit- 
tee and the author of a leading textbook—Pediatric X-Ray Diagnosis. 

The data for the medical examinations for 7 years in Newburgh and 
6 years in Kingston show no differences in the findings among the 
children studied in Newburgh and Kingston. 

It is considered that the earliest sign of chronic fluoride toxicity 
would be manifested in the teeth and in the bones, and especially in 
the bones during the years of most rapid growth and development. A 
large number of children have been studied who have had fluoridated 
water from birth to early childhood and whose mothers drank fluori- 
dated water during the prenatal period. 

X-ray study of the hands, forearms, and legs of these children re- 
veal no differences in the children in Newburgh and Kingston, matura- 
tion is neither accelerated nor retarded. 
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Blood counts and hemoglobin determinations as well as urinalyses 
reveal no differences in the study and control groups. 

I would like to add here that the fluorine content excreted in the 
Newburgh children studied is of the same order as is found in Me- 
Clure’s work in areas of natural fluoride waters. 

The clinical examination which is made by a board qualified pedia- 
trician consists of a complete physical examination with special atten 
tion to the skim, nails, and thyroid gland. These examinations reveal 
ho differences in the children in the two cities. 

With reference to the effects of ingested water borne fluorides on 
adolescents and young adults we note McClure’s work in studying 
tHluoride excretion, and height, weight, and bone-fracture experience 
among high-school boys and young adult males coming from natural 
Huoride areas and fluoride-free areas. 

In regard to urinary excretion of fluorine, McClure states: 

An efficient urinary elimination of fluorine appears to be characteristic of i 
dividuals residing in certain fluoride areas of the United States where the drink 
ing water contams 0. to 5.0 parts per million fluoride The metabolism of 
fluorine under these conditions seems to be a normal function of the human 
body and seems characterized by a condition approaching metabolic equilib 
rium, at least in the adult organism. 


With regard to height, weight, and bone fracture experience he 
reported no differences among those studied in comparable fluoride 


and fluoride-free areas. 

The analysis of the dental examinations shows a continuing down- 
ward trend in dental caries experience in the permanent and decidu- 
ous teeth of the children in Newburgh, as compared with those in 
Kingston. 

And I would like to refer you to the mimeographed chart which 
[ think you gentlemen have. which illustrates the downward trend 
in Newburgh as compared with the original stud n 194445. and 
Its relationsh }) to the dental caries eXperiel ce il \ ) . let where 
they have naturally 1 parts per million of fluorine in the water 
supply. 

You VW 1] note flint ifter . » fluo. ite Xx] rience MN New- 
burgh the childre rough age 8 | a better or equal DFM rate 
us 1s found in Au ra, (that the r: » for the older are | hildren 


is rapidly appro e the Aurora date. 

Amone the 6 -vear-old children exaniimed at the outset of 
the study the Ney eh children—and I refer you now to table I—had 
a 2 percent high lental caries experience rate for permanent teeth 
is compared Vi I Lingst l. After » vears ol fluoride experience 

Dr. Minter ow » vou account for that that the Newbureh 
children had a 2 percent higher dental caries than those in Kingstor 
before you started your experiment ¢ 

Dr. As! I don't think that 2 per ig ifican . but 
tain that 

Dr. Mirier. But vou mention it. 
tion it. 

Dr. Asr. I mention it merely to relate the next sentence to it. 

I should Sal for the record that ] do not consider the percent 
difference of any great significanee. We do not find the same DMF 
rate in all areas. 

Dr. Minter. What caused the 2 percent difference in your opinion ? 


It is there. 


+) 
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Dr. Ast. I have no idea. I would not venture a guess. 

Dr. Mitier. You do not think it means anything then? 

Dr. Ast. No; I do not think it is significant at all. I would con- 
sider the initial Newburgh and Kingston data comparable. 

Among the 6- to 12-year-old children examined at the outset of 
the study the Newburgh children had a 2 percent higher dental caries 
experience rate for their permanent teeth as compared with Kingston. 
After 5 years of fluoride experience the Newburgh rate was 40 percent 
lower than that in Kingston. 

In regard to the decidous teeth the Newburgh children age 5 to 8 
had 5 percent more dental caries experience than the same aged chil- 
dren in Kingston. However after 5 years of fluoride experience the 
Newburgh rate was 35 percent lower than that in Kingston. And that 
data is on table II. 

A further analysis of the potential protective action of ingested fluo- 
ridated water at approximately 1.0 part per million fluorine was made 
to determine the number of 5- and 6-year-old children who had been 
reared on Newburgh’s fluoridated water from birth or early infancy. 
Since at ages 5 and 6 the deciduous central and lateral incisors begin 
to b> exfoliated naturally, it was arbitrarily determined that children 
with all of their deciduous cuspids, first and second deciduous molars 
present and caries-free were considered completed caries-free. This is 
a reasonable assumption to make, because one does not usually find 
caries in the central and lateral incisors without finding it also in the 
molars, since the molars are the most susceptible teeth to caries. 

In the initial examination, Newburgh had 17 percent fewer children 
aged 5 and 6 with all of their deciduous cuspids, first and second 
deciduous molars completely caries-free than did Kingston. In the 
1950-51 examinations, after 5 years of fluoride experience Newburgh 
had 64 percent more such caries-free children than did Kingston. And 
that data is found on table ITI. 

In November 1950, the American Public Health Association after 
extended consideration by its committee on research and standards 
adopted the following resolution : 

Whereas accumulated evidence indicates a sound basis for the fluoridation of 
public water supplies for the partial control of dental caries: Therefore be it 

Resolved, That this procedure be recommended as a safe and effective method 
for reducing the prevalence of dental caries. 

In January 1951 the commissioner of health for New York State 
brought to the attention of the New York State Public Health Council, 
the data from the Newburgh-Kingston study and the corroborating 
evidence from studies elsewhere in the country. While the Newburgh- 
Kingston study was not yet completed—and I might add is continuing 
and will continue for the minimum of 10 years—the evidence was so 
encouraging that the public health council approved a statement of 
policy to the effect that the fluoridation of public water supplies is 
recommended subject to the provision of adequate control measures 
in accordance with the specified requirements of the State commis- 
sioner of health and in accordance with the sanitary code. 

In all probability, the testimony before this committee has already 
been made concerning recommendation for water fluoridation by of- 
ficial and nonofficial health agencies and national health organizations 
in the United States. The unanimity with which the many agencies 
and organizations concerned with the health of the people of this 
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country have recommended water fluoridation as a safe and effective 
public-health procedure to control dental caries should serve as strong 
evidence that the facts have been adequately reviewed. I know of no 
ublic-health procedure which has had the extensive and compre 
eaaiva study on human populations that water fluoridation had 
before it was recommended as a satisfactory public-health procedure. 
(The tables submitted by Dr. Ast are as follows :) 


Kingston (Control City) 
1945.46 
1947-48 
1948-49 


1949.50 


Newburgh (Fiuoride City) 
1944-45 
1946-47 
1947-48 
1948-49 


1949-50 


| | i 


20 40 60 80 
Dental Condition— per cent 


ia Caries Free Fj Filled 
AA Untreated Caries i J Missing 





DMF Permanent Teeth per Child 


4... - 


9 10 11 12 











Age in Years (last birthday) At Time of Examination 
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Taste I.—Age adjusted DMF? rates per 100 erupted permanent teeth of children 
age 6 to 12, inclusive, in Newburgh? N. Y. (fluoride city), and Kingston, N. Y. 
(control city) , 1944-51 


DMF per 

100 erupted 

permanent 
teeth 


Number of 
Year children 
examined 


Relative difference 


1945-46 | AAS 20.2 \Newburgh rat percent higher 
1944-45 | 2 20.6 f than Kingston rate 
1950-51 | 21.7 (Newburgh te 40 percent lower 
19H)-51 > 7K 13.¢ than King nm rate 

' 


ooth population in Kingstor 
nissing (lost subsequen ) 
ng May 2, 1 , to ime e concentration to 1.2 parts per 


TARLE IT Def* rates per 100 deciduous teeth present in children age 5 tak 
inclusive, in Newburgh,” N. Y. (fluoride city), and Aingston, N. Y. (contro 
city), 1944-51 


¢ Vel! per 100 
", deciduous 
teeth 


present 


Number 
Year children 
examined 


1945-46 l 5 5.3 LNewbureh 5 percent higher def rate 
1044-45 1] 37.0 |} than Kingston rate 
1950-5! 10.8 | Newburgh 35 percent lower def rate 
1950-51 20.1 J than Kingston rate 


teeth decayed, indica or extraction or filled 
» Water supply beginning May 2, 1945, to increase concentration to 1.2 parts per 


t 2 

TABLE ITI Children with caries free deciduous ¢ uapids, first and second molars, 
in children ages 5 and 6, inclusive, in Newburgh, N. Y. (fluoride city), and 
Kingston, N.Y. (control city), 1944-51 


17 percent 
Kingston rate 
te 64 percent 

Kingston 


Dr. Ast. I should like to add one further statemeut, if I may, and 
which | did not have time to include in my papel si ce | had very 
short notice of this hearing. 

I should like to refer you to the bar chart which you have along 
with mv statement. 

[ regard the data on this chart as perhaps the most important ob 
servation we have thus far made in the Newburgh-Kingston study 
so far as dental caries is concerned. This is a breakdown of the 
dental caries experience for first molars among 6- to 9-year-old chil- 
dren, and it is broken down in the several categories of missing teeth, 
filled teeth, and decayed teeth which have not been treated, and to 
which we refer as the unmet needs. 
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You will note that in Kingston the missing tooth factor, which is 
represented by a black bar, remains about the same throughout the 
several years of study, whereas in Newburgh that missing tooth factor 
has been reduced by approximately 60 percent. 

The dotted area—if we compare year for year we W ill note that the 
number of teeth filled in each city is about the same, which would 
indicate that the amount of dental care available in each city is com- 
parable. However, the unmet needs, which is the crosshatched bar, 
remain about the same in Kingston, whereas in Newburgh that factor 
of unmet needs is being very radically reduced. 

Now the import ince of this observation is this: We understand 
from our epidemiological studies that even if our fondest expectations 
are realized from water fluoridation we could expect to find only about 
a 60 percent reduction in new dental caries. If, however, this down 
ward trend should continue, we may reach a point where with ou 
present complemet t of cde ntists, using the techniques with which we 
are familiar today, we will reach a point where dental caries can be 
controlled We then, will not have at Vy sign hcant factor of unmet 
needs, and with ow pri itely practicing dentists tak ne care of such 
cartes as will oecur, we will probably reduce this missing tooth factor 
to an absolute minimum, and we will not be faced with the accumula 
tion of unmet needs. 

Now this accumulation of unmet needs is far more serious than ap 
pears on this chart. | should like to refei you to the find ngs of the 
Selective Service after the examination of the first 2 million men 11 

Phe Army ULATIONS at that time indicated Lis n order to 


rible tor vn | tary ervice our young? nen had to lis » | 7 2 sound 
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anterior teeth im the ppel mw oceludn vr Wilh three teetl 


Tire lowe! mw and three soi d posterior teeth 


ne with three sound teeth n the lower jaw. Ss out a possible 
complement of 32 teeth, 1f our young men had 12 teeth in good pos 

tion, they were eligible for military service. Yet. almost |] pel 

of our young men had to be rejected at that time because they could 
not meet those requirements. It was the prime cause for rejection 
at that time. 

In fact, it got so bad the Army had to change Its revulations 1) 
order to cet an Army together, and after that it indicated that those 
with remedial dental defects could be inducted into military service. 
Then, of course, we wert faced with this tremendous program of 
dental corrections in the armed sery ices, 

Thank you. 

The Cuarrmman. Mr. Kleinfeld. 

Mr. Kuernrevp. Dr. Ast, what compound is used in Newburgh to get 
fluorine into the water? 

Dr. Ast. We are using sodium fluoride, 95 percent pure. 

Mr. Kieinreip. Would there be any difference in your opinion if 
sodium silico-fluoride were used / 

Dr. Asr. Based Ol studies which have already been made by Dr. 
McClure the Public Health Service. the fluoride ion derived from 
sodium silico-fluoride will produce the same caries prophylactic effect 
as the fluoride ion in sodium fluoride. 

Mr. KLEINFELD. The reason I asked, Doctor. is because the com- 
mittee has been informed that the District of Columbia, which is to 
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fluoridate its water in the near future, is going to use sodium silico- 
fluoride. 

Doctor, you are here to represent the American Public Health 
Association / 

Dr. Ast. That is right. 

Mr. Krernrevp. I rol here a copy of the American Journal of 
Public Health and the Nation’s Health. That is published monthly 
by that association ¢ 

Dr. Ast. Correct. 

Mr. Kuernrevp. The issue I have is that of January 1952, volume 
42, No. 1. 

On page 44 there is an article entitled “Choice of Fluoridating 
Agents in Control of Dental Caries.” 

Are you familar with that article? 

Dr. Ast. Yes, I am, sir. 

Mr. Kuernrevp. It is written by C. L. Howell, D. D. S.; L. E. 
Burney, M. D., M. P. H., F. A. P. H. A.; Harry G. Day, Se. D.; and 
Joseph C. Muhler, D. D. S., apparently, respectively, assistant di- 
rector, division of dental health, Indiana State Board of Health, 
Indianapolis; State health commissioner, Indiana State Board of 
Health, Indianapolis; chairman, department of chemistry, Indiana 
University, Bloomington; and assistant professor, department of 
chemistry, Indiana University, Bloomington, Ind. 

Are these persons qualified persons, in your opinion ¢ 

Dr. Asr. Indeed, in their respective fields. 

Mr. Kiernretp. I want to read you a few sentences of this article 
and ask for your opinion. 


On page 44 the following statements are made and I quote: 


The dental caries experience (DMF) of Grand Rapids, Mich., children aged 
5, 6 and 7, is practically identical with that of a comparable group at Aurora, 
Ill., where the natural fluoride content is 1.2 parts per million. There is every 
reason to expect that each year, upon reexamination, the succeeding age group 
of Grand Rapids will also compare favorably with that of Aurora. 


Do you agree with that, sir. 

Dr. Ast. I do, sir. 

Mr. Kietnrecp. So that, as I understand this statement, it is reason- 
able to believe that based upon what we have learned from Aurora, 
Ill., where the natural fluoride content is 1.2 parts per million of 
fluorine, we will get the same reduction of dental caries by artifically 
fluoridating water; is that correct? 

Dr. Asr. Comparable; yes. 

Mr. Kuieinrevp. I see. Then similarly, is it natural to expect that 
we will get the same amounts, degrees, and percentages of mottling ? 

Dr. Asr. Possibly. Yes; I would agree. 

Mr. Kiernrecp. On page 45 of the same article, Doctor, the follow- 
ing statement is made, and I quote: 

Several communities have added other fluoride compounds to their public 
water supplies. The most commonly used is sodium silico-fluoride (fluosilicate). 
The reason for using other fluorine compounds is that some are less expensive, 
while others are easier to handle and administer than sodium fluoride. Many 
justify these considerations on the ground that all fluoride compounds behave 
similarly in dilute solutions. Since the fluoride compounds are to be added at a 
level to furnish approximately 1 part per million fluorine, it has been supposed 


that all compounds would be completely ionized, yielding fluoride ions as the 
only form of fluorine. If this were true and if the only other consideration 
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were cost, then any source of fluorine could be used if it yielded the desired 
concentration of fluorine in solution. 

Are you in accord with those statements, Dr. Ast ? 

Dr. Ast. No. No; I am not in accord, with those statements, be- 
cause we already have adequate evidence, as demonstrated by the 
United States Public Health Service, that certain compounds will 
yield a fluoride ion which will do what sodium fluoride, what the 
fluoride ion from sodium fluoride will do in rat experiments. And 
most of our early work, our laboratory work in our caries, fluorine re- 
lationships were done with animal experimentation. 

McClure has demonstrated that the fluoride ion in sodium silico- 
fluoride will produce the same caries prophylactic effect as the fluoride 
ion from sodium fluoride. He also demonstrated that the fluoride ion 
from potassium flurophosphate (KPF,) and sodium fluoracetate 
(CF,COONa) seem to be unavailable to the experimental animals 
when given by mouth or injection. 

Mr. Kuiernreitp. Well, then, you disagree with these gentlemen ? 

Dr. Ast. I disagree with some of the things they state. 

Mr. Kiernrevp. Yes. 

Dr. Asr. And I would like to also add, if I may, that while that 
paper appears in the official organ of the American Public Health 
Association, as is common with the journals of most organizations, the 
association does not assume the responsibility for the opinion ex- 
pressed by the authors of the papers so published. 

Mr. Kiernrexp. I see. 

Doctor, in the same article on page 46, the following statements are 
also made, and I quote: 

However, McClure commented on this subject by stating: “As additional data 
ire obtained, particularly with reference to dental caries effects, conclusions 
may be warranted regarding the possibility of substituting sodium fluosilicate 
for sodium fluoride as a water-fluoridating agent. The data accumulated thus 
far, however, do not justify any commitments in this regard.” 

Then the article continues: 

Even though the evidence were available indicating caries reduction similar 
to that obtained with sodium fluoride, the results would not be indicative of 
what effect sodium silicofluoride might have in reducing caries in a developing 
tooth. In addition to this, Muhler, Nebergall, and Day have shown that some 
compounds reduce the incidence of decay in rats much more than sodium fluoride, 
yet the amount of fluorine deposited in the femurs is only one-third to one-half 
as much, It appears, then, that other criteria besides the amount of fluorine 
available by analysis should be considered when evaluating new fluoride com- 
pounds 

What is your opinion of those statements, Doctor ? 

Dr. Ast. Well, I think those statements are correct, but I should 
like to indicate that this article which is published in, I think it 
was January of 1952, is that right, the date of that Journal? 

Mr. Kieinreip. Yes, sir. 

Dr. Ast. In January of 1952, but was submitted for publication 
some time before then. And McClure’s work on the effectiveness of 
the fluoride ion from sodium siloco-fluoride was published in the Pub- 
lic Health Reports, and I think the date of that is November 23, 1951, 
following a publication which he had done on the determination 
of the availability of the fluoride ion from several compounds con- 
taining fluorine. 
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Mr. Kieinreitp. Would you say that there is apparently some dif- 
ference of opinion between these gentlemen and Dr. MeClure and 
yourself ? 

Dr. Asr. I would. 

Mr. Kuernrevp. Again this article continues as follows: 

Most of the more recent articles emphasize the fact that sodium fluoride and 
sodium fluosilicate can be used interchangably so far as the engineering aspects 
are concerned, giving no mention of the caries-reducing ability of the different 
compounds, The very obvious consideration of all these studies is whether 
or not compounds other than sodium fluoride will satisfactorily reduce human 
dental decay. If the only consideration in choosing a compound were its ability 
to furnish fluoride ions, then so far as the reagents suitable for use in public 
water supplies are concerned, almost any fluoride compound would probably 
suffice. This is implied in MecClure’s data. Using the fluoride compounds 
topically, this rationale is not correct, for when various fluorides are highly 
concentrated, as they must be for use in conventional topical procedures, the 
ionization of the different salts is variable and certainly it is not complete. 
Thus, equivalents of fluoride ions may not be available, 

What is your opinion on that, Doctor ¢ 

Dr. Asr. I think that we have not completed all of our studies on 
the use of fluorine. nor do we expect that we will ever be through with 
all of the fine details of studies. 

McClure is still continuing his work, and he is continuing the study 
of fluorides in various compounds. 

We have to use the information which we have available and pro- 
ceed if we are to make progress, 

Again I refer you to Public Health Reports, November 23, 1951, 

volume 66, No. 47, in which MeClure demonstrates in his animal ex 
perimentation the caries reduction and fluorine retention in bones and 
teeth of white rats as he works with the several fluoride compounds. 
And he demonstrates in this paper that the fluoride ion in sodium 
fluoride and the fluoride ion in sodium silico-fluoride act the same 
way. 
Now that does not indicate that the fluoride ion from any fluoride 
compound will act that way. Where new compounds are suggested, 
of course, they will have to be studied. But if we are referring now 
to a comparison of sodium fluoride and sodium silico-fluoride, I think 
the evidence is quite clear that the effectiveness, so far as its caries 
prophylactic effect is concerned for sodium silico-fluoride and sodium 
fluoride, is very good. 

Mr. Kiemvreip. Again, there seems to be some difference of opinion 
on that, Doctor. 

Dr. Ast. Yes. I might also add in this article to which you refer, 
these authors have not done any animal or human experimentation 
on which to base their opinions. This is all laboratory work, test- 
tube work. 

Mr. Kieryreip. And what animal experimentation has the other 
group done ? 

Dr. Asr. Well, McClure has done his rat studies. 

Mr. Kuernrevp. On reduction of incidence of dental decay ¢ 

Dr. Asr. That is right. 

Mr. Kurrvreip. You do believe, however, Doctor, that you know 
of no public health procedure which has had the extensive and com- 
prehensive study on human populations that water fluoridation had 
before it was recommended as a satisfactory public health procedure? 


Dr. Ast. Yes. 
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Mr. Kuernreitp. On page 47 of this same article, Doctor, the fol- 
lowing appears: 

Neither the hamster nor the rat experiment was intended to answer the 
question of the relative effectiveness of various fluoride compounds when fed 
during periods of tooth development. 

By the way, this last quotation was specified in the article as having 
appeared in the May 1951 issue of Nutrition Reviews. Again, 
quoting : 

If the pathways for utilization of the fluoride ion are reasonably similar at 
the two different stages of tooth life, there is a real possibility that the avail- 
ability of the ion from different compounds may also influence materially the 
effectiveness of these compounds when administered during tooth development 
These experimental data should be considered by public health administrators 
and by groups of dental practitioners responsible for the selection of the fluoride 
compound to be used for the treatment of communal water supplies. On the 
basis of present knowledge, it would seem that use of any compound other than 
sodium fluoride for this purpose should be considered experimental until demon 
stration of the availability of the fluorine in that compound has been made in 
satisfactory human experiments. 

I pat her, too, Ly tor, you clisagree W ith the statements ? 

Dr. Ast. In part. 

Mr. Kiretnretp. Dr. Ast, I have here a_ publication entitled, 
“Science,” volume 115, No. 2982, February 22, 1952, a publication of 
the American Association for the Advancement of Science. 

Are you familiar with that publication, sir ? 

Dr. Asr. Yes, I am. I am not familiar with that particular issue, 
but Lam familiar with the publication. 

Mr. Kiemrevp. Is it a reputable publication ? 

Dr. Asr. Yes, it is. 

Mr. IK LEINFELD. ‘| here is an article here entitled, “The Fluoride 
Content of Placental Tissue as Related to the Fluoride Content of 
Drinking Water,” by Dwight FE. Gardner, Frank A. Smith, Harold C. 
Hodge, D. E. Overton, and Reuben Feltman: connected with School of 
Medicine and Dentistry, University of Rochester, Rochester, N. Y.; 
New York State Department of Health, and Division of Dental Re- 
search: Passaic General Hospital, Passaic, oF 

Are you familiar with the reputations of these gentlemen ? 

Dr. Ast. Yes. 

Mr. Kvermnrecp. What are their reputations? 

Dr. Ast. Very cood. 

Mr. Kietnreip. And what is placental tissue ? 

Dr. Ast. Placental tissue is ‘that tissue taken from the placenta 
which is the tissue by which the unborn child is attached in the preg- 
nant mother. 

Mr. Kietnrevp. I would like to read vou parts of this article, Doctor, 
and ask you for your opinion, and I quote: 


Current programs to fluoridate water supplies as a dental caries control 
measure have stimulated interest in the extent to which the fluoride might be 
retained by the various tissues of the body. Considerable evidence is available 
to show that much of the fluoride is excreted in the urine, but there is little 
information on the possible accumulation or storage of the tluoride not excreted 

Do you agree that there is little information on the possible accumu- 
lation or storage of the fluoride not excreted ¢ 

Dr. Ast. There is so little that is not excreted. 1 wonder whether 
itisa factor at all. But I would go along and say that we have not yet 
completely studied the storage of fluorine in cases where it is stored. 
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Mr. Kuernrevp. Is not that a rather important consideration, 
Doctor ? 

Dr. Asr. No; I don’t think so. 

Mr. Kuernrexp. I will continue quoting: 

A previous study of normal human blood fluoride concentrations of residents 
of Rochester and Newburgh, N. Y., has disclosed blood fluoride as a function of 
the fluoride concentration in drinking water. Higher levels of blood fluoride were 
noted for residents of Newburgh where the fluoridated water supply contains 1 
to 1.2 parts per million of fluoride, than for residents of Rochester where the 
supply contains approximately 0.06 part per million. In this investigation sam- 
ples of placentae were obtained from the afterbirth of normal patients residing 
in Rochester and Newburgh, and the fluoride contents determined by the method 
of Smith and Gardner as described for blood. Table I shows the distribution of 
the fluoride content of the placental samples as found for the two cities. 


Then some statistics are set forth. 

Dr, Mitier. Before you go on, Mr. Kleinfeld, I was not sure what 
you said about the blood content or the hemoglobin content between the 
two cities. Read it again, please. 

Mr. Kuernrevp. Yes, sir. [Reading :] 

A previous study of normal blood fluoride concentrations of residents of 
Rochester and Newburgh, N. Y., has disclosed blood fluoride as a function of the 
fluoride concentration in drinking water. Higher levels of blood fluoride were 
noted for residents of Newburgh, where the fluoridated water supply contains 1 to 
1.2 parts per million of fluoride, than for residents of Rochester, where the 
supply contains approximately 0.06 part per million. 

Dr. Miter. At that point then, let me compare the witness’ 
statement on page 6, the statement given today, and I quote: 

Blood counts and hemoglobin determinations as well as urinalyses, reveal 
no differences in the study and control groups. 

Dr. Asr. That is right. 

Dr. Miniter. Now you are in direct variance to the findings. 

Dr. Asr. Oh, no. Dr. Miller, what I said was that the blood 
analyses of the children studied in Newburgh were not any different 
than the children studied in Kingston. 

What is stated in this particular paper, I think, refers to placental 
tissue. 

Mr. Kieryrevp. Well, the part I am referring to, I think, Doctor, 
refers to blood—*“blood fluoride as a function of the fluoride con- 
centration in drinking water.” 

Dr. Ast. Let me explain my statement, if I may. Our blood ex- 
aminations consisted of a blood count and hemoglobin determination. 
Those are the determinations. Where there is any reason to suspect 
any change in the blood more detailed blood analyses are made. We 
have not found any reason for making these. 

Dr. Mttter. Doctor, then your examinations are rather superficial. 

Dr. Ast. I don’t think they are considered superficial. 

Dr. Mutter. Blood counts and hemoglobin counts, as you and I 
know, are very simple examinations. These people apparently went 
into a little more detail, and they did find there was some difference 
that does not fit into your statement. 

Dr. Ast. If we considered the blood examination as an entity by 
itself, I would say that that was a superficial examination on which 
to make any diagnosis, but 


Dr. Mruzer. Yes. 
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Dr. Ast. But taken in context with the rest of the study, which is 
very comprehensive, I would not consider that that is a superficial 
study. 

Mr. Kuernrevp. I think the situation is this, Dr. Ast—I may be 
incorrect—the article from which I am quoting refers to the fluoride 
content of the placental tissue, but they are also referring in this 
article to a previous study of normal human blood fluoride con- 
centrations. 

Dr. Ast. Yes. 

Mr. Kuiernrevp. Made by Smith, F. A.; Gardner, D. E.; and Hodge, 
H. C., Journal Dental Research, 1950. 

Dr. Ast. Yes. 

Mr. Kurinrevp. I think they are talking about blood. 

Dr. Asr. Yes. 

Mr. Kuerrevp. I will continue, and I quote: 

Thus the increased level of fluoride in the water resulted in a higher con 
centration of fluoride in the placental tissue, which may be related to the blood 
fluoride concentration Also, it should be noted that both the Rochester and 
Newburgh placental samples had higher concentrations of fluoride than the 
respective blood samples. Two explanations are suggested for this observation 
First, fluoride is an essential trace element. The placenta may act as a con 
centrating organ for fluoride, to insure that the fetus will have adequate fluoride 
for the developing tissues. Second, since excessive fluoride is toxic, this organ 
may be acting as a barrier to prevent more than trace amounts of fluoride from 
reaching the fetus. How much of this accumulating flnoride passes from the 
placenta to the fetus is yet to be determined. At any rate, the placental con- 
centrations are not of the order of magnitude to cause deleterious effects in the 
mother. 


Now, Doctor, do you agree that we do not know how much of this 
accumulating fluoride passes from the placenta to the fetus? 


Dr. Ast. That is right 

Mr. Kuernreitp. Do you believe that is of any significance / 

Dr. Ast. No. And may I amplify that? That is based on the fact 
that we have such a wonderful human laboratory in which to study 
the effect of water-borne fluoride, and our data from these human 
laboratories in areas of the United States give us no reason to question 
the safety factor. 

I can refer you to the vital statistics, which I just recently have 
been able to get, and which should be further studied, in other areas— 
vital statistics which come from Wisconsin, where they have areas 
with fluoride content naturally in the water supply and fluoride-free 
areas. I have here the still-birth rate, the neonatal death rate, and the 
leading causes for death. 

We compare areas such as Green Bay, with 2.5 parts per million of 
fluorine, with Fond du Lac, 0.5 part per million, and Sherboygan prior 
to its fluoridation at 0.03. 

The total death rate in these areas from all causes was 9.1 in Green 
Bay, 12.1 in Fond du Lac, and 10 in Sheboygan, with fluoride-free 
water. 

The still-birth rate was 22.5 in Green Bay, 20.7 in Fond du Lac, and 
24.1 in Sheboygan. 

The neonatal death rate was 25.1 in Green Bay, 22.7 in Fond du 
Lac, and 22.4 in Sheboygan. 

There is no indication that fluorine plays any part at all in either the 
death rate or the birth rate of children or expectant or pregnant 
mothers. 
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Now there is only one study that I know of, and it is an, animal 
study, in which they attempted to determine whether or not fluorine 
passed through the placenta and through the mammary glands to the 
developing fetus and infant. That was animal experimentation done 
many years ago. 1am sorry I cannot give you the author. I could 
dig it out for you if I may take the time. I have it among my papers. 
In that study it was demonstrated that there was a passage of fluorine 
through the placenta and the mammary glands, because when the rats 
in the study were weaned and put on a cariogenic diet, those who came 
from mothers which had been on fluorine developed less caries than 
controlled groups. That is the only study with which I am familiar 
in which that has been studied. 

In our human populations, in areas of natural fluorides, there has 
been very little, if any, evidence of mottled enamel in the deciduons 
teeth of children reared in areas of natural fluoride waters, which 
would indicate that high concentrations of fluorine in those areas do 
not affect the dental tissues during fetal life and in order to affect the 
dental tissues during the developmental period it would have to be a 
physiologic reaction. 

Mr. Kueinrecp. Dr. Ast, you say you are director of the Newburgh- 
Kingston caries fluorine study ¢ 

Dr. Ast. That is right. 

Mr. Kurinrevp. I have here volume 40, No, 6, June, 1950, issue of 
the American Journal of Public Health. 

Dr. Ast. Would you also give the date on which that paper was 
presented ¢ 

Mr. Kuernrevp. Presented before the dental health section of the 
American Public Health Association at the Seventy-seventh Annual 
meeting in New York, N. Y.. October 25, 1949. 

Are you familiar with that, Doctor ¢ 

Dr. Ast. Yes: Ll am. 

Mr. Kurinreip. When was the Newburgh-Kingston experiment 
started, Doctor ? 

Dr. Asr. ‘The base-line examinations were started in 1944-45. The 
Newburgh water supply was treated with sodium fluoride beginning 
May 2, 1945. 

Mr. Kuerrecp. On page 716 of this publication the following ap- 
pears, and I am sure you are familiar with it: 

On May 2, 1945, sodium fluoride was added to Newburgh’'s water supply to 
bring its fluorine content up to 1.0 to 1.2 parts per million, while Kingston's 
water supply remains fluorine-free. It is expected that the study will take 10 to 
12 years to determine adequately the eflicacy and safety of this caries prophy- 
lactic measure. 

That was written by you, sir? 

Dr. Ast. Yes; it was. 

Mr. Kizinretp. Now, when did you change your mind about the 
fact that it would take 10 to 12 years to determine adequately the 
efficacy and safety of this measure / 

Dr. Ast. I haven’t changed my mind entirely, since the study is still 
progressing and will continue for the 10- to 12-year period. But after 
+ years of fluoride experience, when we noted the continuing down- 
ward trend in the dental caries experience rate in Newburgh, and 
when we had corroborating evidence from Grand Rapids, Mich., and 
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Sheboygan, Wis., and Brantford, Ontario, it was deemed advisable 
then to take advantage, if we could, of this caries prophylactic, since 
the dental caries picture is of such magnitude that it would not be 
considered fair to deprive our new genet ation of children of such bene- 
fits which would accrue. Also, since our medical examinations do in- 
dicate no reason why this should not be done from a toxic point of view. 

Mr. Kuernrevp. On pages 726 and 727 of another article in the 
same publication entitled “Newburgh-Kingston Caries—Fluorine 
Study—Pediatric Aspects—Preliminary Report”—are you familiar 
with that, Doctor ? 

Dr. Ast. Yes; 1 am. 

Mr. Kurtnrevp. On those pages the following statement appears, 
Doctor, and I quote: 

Other special studies are being conducted or planned to answer special ques- 
tions in connection with the Newburgh- ao n study. A study is well under- 
way in cooperation with Barnett and McNamara at the New York Hospital in 
New York City to determine the mode of excretion of fluoride in the urine of 
children having impaired renal function compared with a group of children of 
the same age with normal renal function. Another study being planned will 
attempt to utilize objective quantitative methods for the determination of bone 
density of children in Newburgh and Kingston. 

Do you know whether those studies have been completed, Doctor ! 

Dr. Ast. The urinary excretién work has been done, but unfor- 
tunately the data does not lend itself well to statistical significance 
tests because there are variations in high and low retention. That 
work is about to be published very shortly. 

So far as the bone-density studies are concerned, that has not been 
done. We were not able to get the kind of equipment needed. 

But in regard to bone studies I question whether we could find a 
better authority than Dr. John Caffey to study the radiographs of our 
bone pictures, and he has done all of them from the very beginning 
in 1944 and is continuing to do them. There is no question of inter- 
pretation by different examiners. 

Dr. Mitter. Mr. Chairman. Doctor, I was interested in what you 
said about such a variation between the excretion of fluorine in the 
children with norma] and damaged kidneys? 

Dr. Asr. Yes. 

Dr. Mitier. Could you elaborate on that a little more ? 

Dr. Asr. Yes. The children with damaged kidneys did not all show 
the same picture. There was higher retention, as would be expected, 
in case of nephritis. 

Di . Minter. Depending upon the damage in the kidney and 
type a renal disease that might be present / 

Dr. Ast. No, I think with cases of nephritis we find the retention 
of most of the absorbed elements which pass through the urine. That 
is one of the characteristics, as you know, Dr. Miller, of ne phritis, and 
so it is not surprising to find there would be greater retention of fluo- 
rine in those cases. Whether it is significant or not is another question. 

Dr. Mititer. Has that been published » yet? 

Dr. Ast. No. It isin the process of being analyzed now. 

Mr. Kueinreip. I have one last question, Doctor. The final con- 
clusion reached— 

Dr. Ast. In 1949? 
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Mr. Kieren. That is right—was as follows, and I quote: 

Final conclusions regarding the possibly systemic effects of fluoride in the 
dosage employed should not be drawn before termination of the 10-year study. 

Has the opinion expressed in this conclusion in 1949 been changed ; 
and, if so, what are the reasons for it? 

Dr. Asr. Yes. Just before I left I had the privilege of speaking 
with Dr. Schlesinger, who is senior author in that paper. The reason 
that we are prepared today—and incidentally that information was 
passed on to the public he: lth council and the commissioner of health 
before the State policy was made—was that there is nothing in our 
data today to indie ate any question for alarm; and, while we certainly 
will continue with studies to get as much detailed information as we 
can, there is no reason why our present generation of infants should 
not get the potential benefits from water fluoridation, since there is 
no toxic effect about which we need be concerned at this time. 

Mr. Kueinrenp. The statement was also made in this article, and I 
quote: 

More refined techniques may also be available in the future in studying per- 
tinent aspects of the problem. 


Do you agree with that? 

Dr. Ast. Sure. Weare always ready for progress. 

Mr. Kuserrentp. The last paragraph of the article itself, with- 
out reference to the summary and conclusions, is as follows : 


The results thus far in the study have disclosed no deleterious systemic effects 
from the ingestion of fluoride in drinking water in the dosage employed. It 
must be emphasized, however, that a longer period of observation is required 
before final conclusions can be drawn. The possibility of demonstrating cumu- 
lative effects of fluoride in the final years of the 10-year study cannot be elimi- 
nated at this time. 

Dr. Ast. That is right. 

Mr. Kirinrecp. And the people who made this statement then 
have now changed their mind, you say ? 

Dr. Ast. No. I still think that we have got to continue with our 
studies. But the possibility of finding potentially deleterious effects 
is of no consequence at this time, simply because we have our data 
from Newburgh and Kingston and because we have such overwhelm- 
ing data from areas where fluorides are found naturally in the water 
supply. 

Dr. Mititer. Mr. Chairman, I would like to ask the doctor a ques- 
tion at that point. Since the studies have not been completed on 
what happens to children with damaged kidneys, and nothing has 
been done on adults, how can you say positively that there are no dele- 
terious effects when fluoride is added to water when the studies have 
not even heen completed ? 

Dr. Asr. I — like to refer you then to some vital statistics. 

Dr. Mintzer. I do not want any vital statistics. I have studied 
them, and you can prove anything you want to by vital statistics. I 
want to know what you have done on experiments on kidneys. 

Dr. Asr. I will have to use vital statistics to give you that infor- 
mation. 

Dr. Minter. Do you have statistics that have been published on 
children with damaged kidneys? 

Dr. Asr. No. The point you make is that vital statistics are not 
going to give you the information you want. 
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Dr. Mitier. You said you had nothing on those children with dam 


aged kidneys; is that right ¢ 

Dr. Asr. I can give you vital statistics on death from nephritis. 

Dr. Miniter. In children? 

Dr. Asr. On adults. 

Dr. Minter. On adults who had fluorine in water over a period of 
time ¢ 

Dr. Asr. Yes. Green Bay, Wis., has had 2.5 parts per million of 
fluorine in its water for many years. Fond du Lac and Sheboygan are 
relatively fluorine-free. Causes for death from nephritis in Green 


Bay, 51 per 100,000 population; in Fond du Lac, 114.7; and in She 


boygan, 41.5. 
Dr. Mitier. I can point to Missouri and Nebraska where we even 


live longer with no fluorine at all in the water. That is in the tests 
if you will read that. In Nebraska and Missouri they live longer than 
they do where they have fluorine. 

Dr. Asr. Dr. Miller, I do not wish to imply that the presence of 
fluorine adds to longevity. 

Dr. Mitier. Do not try to do it. 

Dr. Asr. By the same token, nephritis is not responsible for the 
high or low death rate of a community. It is one of the factors. 

The Cuatrman. Are you through, Mr. Kleinfeld ? 

Mr. Kuerrevp. Yes. 

The CuHamman. Mr. Abernethy ¢ 

Mr. Anernetuy. No questions. 

The CHatrman. Mr. Jones? 

Mr. JONES. No questions, 

The CuHairnman. Dr. Miller? 

Dr. Mitier. I think the doctor has a very valuable paper 
He Is the one Hiakh W ho KhHOWSs about fluorine. The only thing that cis 
turbs me, Doctor, is that you started out ona 10-year experiment, and 
by your own words in 1949 it was to take 10 or 12 years to complete it. 
I hope you do complete it. You have some very valuable information 
that will be helpful to this committee and the country when it is all in. 

Mr. Anernerity. Would you yield for one question there ? 

Dr. Miuuer. Yes. 

Mr. Anerneruy. I would like to ask the witness: What was so ap 
pealing or attractive about a 10-year experiment ¢ Why 10 or why 5 or 


here. 


why 154 

Dr. Asr. I think I made mention of that in—— 

Mr. Anerneruy. The reason I ask—the testimony before the com 
mittee on this subject has been wrapped around a specific test of 10 
year’s duration. Well, what is so sacrosanct or magic about 10 years ¢ 
That is what I want to know. 

Dr. Asr. I covered that point in the paper, Mr. Abernethy. 

The reason that we selected the magical number of 10 years—and it 
is not a magical number—is that the presumption was that in order 
for the fluorine in the water to be effective it had to be ingested during 
the years of tooth development and that the calcification of the crowns 
of the teeth would take up to about 8 years, with the exception of the 
third molars, and it would probably take us until 10 to 12 years to be 


able to study those teeth. That is the basis for that period. 


Mr. Anernetny. I see. 
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Dr. Mitzer. | do not think there is any doubt—at least there is no 
doubt in my mind—but what it is helpful to children in the early years. 
But in this room I suppose the average age of the people might be 40. 
Say it is 40. Now what good would it do for a group of people of this 
age to start to take fluorine in water today? Can you cite any experi- 
ments that have been carried out to show it would help us live longer 
or be healthier / 

Dr. Asr. I do not know whether it will affect the gentlemen in this 
room. Probably quite a number of us are wearing some artificial 
dentures, and I am sure those won't be benefited by fluorine. But we do 
have some very good evidence that the benefits which accrue during 
childhood in water fluoride areas are carried over into adolescence 
and adulthood. What we are thinking of is not the present generation 
of adults but rather the new generation of adults. 

Dr. Miucer. I think that is right. I think it carries over. I agree 
with you. Evidence points that way. But you would say that this 
group here, starting to take fluorine in their water, as they will prob- 
ably here in the District of Columbia if they live here, cannot expect 
any particular benefits in the years ahead? As far as you know from 
the studies that have been made, that is right ¢ 

Dr. Ast. I am not quite prepared to make that statement, Dr. 
Miller, because when we first started our studies with fluorine it was 
presumed that the benefits would only accrue if the children took this 
fluorine from birth through age 8 during the developing and calcify- 
ing period. However, our data in Newburgh and data at Grand 
Rapids illustrate that even those children whose permanent teeth were 
already present in the mouth when first subjected to fluoridated water 
have gotten some benefit. Now whether that carries over into the 16- 
and 20- and 30-age bracket, I don’t know, but we do have some evidence. 

Dr. Mriiter. All right, Doctor. Don’t talk too much on one sub- 
ject. I have a lot of questions I want to ask you. 

Mr. Anerneruy. And he has a lot of answers, too. 

Dr. Mixer. He talks too long, talks all around the bush. I want 
to pin him down to what good, if any, comes to a group of adults 
starting to take fluoride in water. Is there or is there not any benefit ? 

Dr. Ast. I don’t know. 

Dr. Miter. We had testimony by the United States Public Health 
Service and public-health officials that no studies as to what would 
happen to adults who might have a damaged kidney or with hyper- 
tension, or older people that have chronic diseases, have been made. 
Have you made any studies, or are you going to make any, at New- 
burgh on that particular field ¢ 

Dr. Ast. We are going to study adults. We are going to do a great 
many more studies as time goes on; yes, but not yet. 

Dr. Mitier. You have not had any as yet? 

Dr. Ast. No. 

Dr. Mitter. Do you say then that the studies so far have been with 
children ¢ 

Dr. Ast. Yes. 

Dr. Mriter. And have you found any children that might have a 
little more susceptibility to fluorides than others ? 

Dr. Ast. No; there has been no evidence of sensitivity to fluoride. 
There have been no deleterious effects reported. 
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Dr. Mitier. Do you think a child in this age group would get the 
same effect by adding a comparable amount of fluorine to its milk, 
for instance? Most children drink milk. Could that be done; and, if 
it was done, could you get the same effect as in water ? 

Dr. Ast. I do not know what the effects would be, but administra 
tively I would think that that would be a very difficult procedure, be 
cause a large community, especially 

Dr. Mituer. I did not ask you that, Doctor. I asked you if you 
took the same amount of fluorides in water whether you would get the 
same effect if you took them in milk. 

Dr. Ast. Ido not know. There has been no study to that effect. 

Dr. MILLER. Well. the fluorides that are ingested In water, if the 
same amount was placed in milk, would you not say it would have 
the same effect ? 

Dr. Ast. I do not know. 

Dr. Mitier. Well, of course, some of the other men testifying here 
said it would have the same effect—men who are experts. 

Dr. Ast. I do not have any ev idence to that effect. 

Dr. Miturr. Inasmuch as it is just for children, why not put it 
in milk or water that they drink, if you just want it for the 
children / 

Dr. Asr. If I may speak to that point, I think it is administra- 
tively very difficult, if not impossible. I do not think the District 
of Columbia gets its milk from any one area, and whether or not 
you could control the fluorine content of milk from many areas 
coming into one centt il point makes a very difficult administratis 
job. 

Dr. Mirier. Of course it could be done, probably. 

Dr. Asr. I don’t know. 

Dr. Miiuer. Dr. Scheele. the head of the United States Public 
Health Service, says he gives his children a little tablet each morning. 
He must think they vet some eood out of it. otherwise he would not 





want to put it in everybody’s water. 
Dr. Asr. I don’t think there has been any evidence to that effect. 
Dr. Mitier. The United States Department of Agriculture puts out 
a book, Crops in Peace and War. Members of this committee send it 
out to their constituents at home. They supply hundreds of thousand- 
of them. In here there is an article on fluoridation. The gentleme: 
on the Agricultural Committee might give some thought to this 
Mavbe thev ought to strike this section from the book. 
I am going to read from page 722: 


The investigations on the fluorine compounds demonstrated that despite 


their widely different solubilities all were sufficiently soluble and absorbable 
t» provide enough fluorine to mottle the incisor teeth in albino rats. Witl 
that as a standard for judging fluorine toxicity, pharmacologists learned that 
the susceptibility to fluorine toxicity was increased by raising the metaboli 
rate The incerense n metabolism was induced either by feeding desiccated 
thyroid or by injecting the thyrotropic hormone of the pituitary gland. The 
practical significance of the discovery is in its bearing on the public healt! 
hazard of fluorine. whether it be in spray residues or in drinking water. Tol 
ance limits for the allowable amount of fluorine likely to be ingested by 
public should be low enough to protect the hyperthyroid individual and th« 
normal one 

The claim that small amounts of fluorine in drinking water or the applica 
tion of a fluoride, such as sodium fluoride, to the teeth will reduce the incidence 
of dental caries is undoubtedly correct Checking dental caries and, in slightly 


} 








1758 CHEMICALS IN FOODS AND COSMETICS 


larger amounts, causing mottled teeth, however, are not the only effects of 
fluorides. These compounds are enzymatic poisons. For example, the work 
of the Pharmacology Laboratory demonstrated that the fluoride ion inhibits the 
enzyme bone phosphatase in young rats and thereby retards calcification of 
the leg bones. 

There is more to it but that is the essential part of the quote of the 
1950-51 Yearbook of Agriculture. 

I wonder whether you agree with that. 

Dr. Ast. I should like to call attention to a report by Goldenberg— 
I can give you the reference on that—published in a foreign journal. 
I can get you that reference. In it he reported beneficial results from 
the use of sodium fluoride in the treatment of hyperthyroidism. 

Dr. Mmer. You would not agree with the statement in the Agri- 
culture Yearbook that the Congress is sending out all over the country ? 

Dr. Ast. I am not a physician, nor am I a toxicologist, and I 
wouldn’t presume to be able to answer all those questions. I think 
I had better not attempt to answer it. 

Dr. Miniter. Do you know the following men: Floyd DeEds, Robert 
H. Wilson, and Anthony M. Ambrose? 

Dr. Ast. I think DeEds has done some work on toxicology. I don’t 
know the others. 

Dr. Mitier. The article is written by these three men on Hazards 
and Potential Drugs. 

We did have a number of men before our committee, Doctor, one 
man who had traveled a great deal, a man by the name of Dr. Hans H. 
Neumann. Do you know Dr. Neumann? 

Dr. Ast. I don’t know him. I know of him. 

Dr. Minter. He has traveled all over the world, and apparently he 
has done a lot of studies upon the caries in teeth. 

He says: 

Perfect teeth can occur in areas without any fluorine in water and are common, 
actually. 

Do you think you have to have fluorine in water to have perfect 
teeth or near perfect teeth ¢ 

Dr. Asr. No. I am familiar with Neumann’s work, and I wrote 
a reply to a paper he wrote on this very subject. 1 do not agree with 
his thesis. ‘There is nothing in the literature that I find of a scientific 
nature that Dr. Neumann has published in regard to dental caries 
other than his observations. 

Dr. Mitier. Again, Doctor, let me ask you, do you know of any 
experiments that have been carried on by the United States Public 
Health Service or the American Dental Association or the American 
Medical Association in relation to what happens to old people that 
may have chronic disease, diseased kidneys, and so forth, as to the 
effect of fluorine upon that group ¢ 

Dr. Ast. The only information I have, sir, is from the statistics of 
mortality rates. 

Dr. Mriier. Then would you say that as a Member of Congress—we 
get a lot of letters, I know the chairman here has, and we cannot 
answer all of them. If we would say to these municipalities who 
write to us that the municipalities who contemplate the use of fluorine 
in their water should understand that experiments are still going 
on as to fluorine, that evidence to date points to the fact it is helpful 
to children, but the final result has not been made known as to the 
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use of fluorine in universal medication when used in water, do you 
think that is a fair statement ? 

Dr. Ast. No: I do not, sir. 

Dr. Mitzer. You do not think so? 

Dr. Ast. No. The benefits—— 

Dr. Minter. Would you say the experiments are completed / 

Dr. Ast. No. 

Dr. Mitier. Would it be a fair statement to say the experiments 
were not completed ¢ 

Dr. Asr. The full details of the experiments are hot completes 

Dr. Mintzer. And the full results are not known. Would that be 
a fair thing to say to that ¢ 

Dr. Asr. The fullest benefits, though, aren't known from water 
fluoridation. 

Dr. Mituer. And that the United States Public Health Service 


and others have testified that no experiments have been carried on as 
, 


to the effects on older people or even pregnant women 

Dr. Asr. Yes: that is correct. 

Dr. Mituer. And there might be some dele@erious effects shown 
to people with damaged kidneys Ol pregnant women or those with 
chi mic diseases in the older groups ¢ here might be. | didn't Say 
there would. 

Dr. Asr. Yes: but what we are getting around to, Dr. Miller, is a 
question of whether or not we are telling a whole truth or a half truth, 
and if 

Dr. Mitu R. | sil cl 1 olit he, | didn't Say there wo ld be. | said 
“might.” Would you use the word “might,” or do you have some 
other word ¢ ] want to tell these people who are writ ney to me, 
Perhaps l should rt fel them to you and see how you answel them. 

Dr. Ast. I get a great many letters. 

Dr. Mitter. Would it be all right to say there might be some dele- 
terious effects, that experiments are not completed—we are agreed on 
that—and results are not known, the final results. and there might be 
some deleterious effex ts upon pregnant women, old people, and those 
with chronic diseases / 

Dr. Ast. If that were qualified by the statement that the likeh 
hood is very remote, and that is based on the endorsement by such 
health organizations as the American Medical Association. the Na 
tional Research Council, the American Public Health Association, 
and the other national organizations which have testified to the safety 
of this. 

Dr. MILLER. The nit would be safe to put anothe rqua 


ification in 


there, that these organizations have made no experiments, ho eXanil 
nation, as to what the effect might be, by their own testimony / 

Dr. Ast. Yes. 

Dr. MILLER. They have said they have carried on no experiments 
nthat field. So why should they endorse it when there have been no 
experiments in that field’ That is what bothers me. You are carry- 
ing on some excellent experiments and you say you are going to get 
into the field of what happens to older people, those with chronic 
diseases. That Is sple na dd. | hope you do, and | Wo ld like to see 
the results, because I think it is most important. I have even gone 


so far as to Say that t le} ought to walt until the eX] eriments at New 
burgh and Kingston are completed by a man with the reputation of 











1760 CHEMICALS IN FOODS AND COSMETICS 


Dr. David Ast. And those experiments, in your own words, have 
not been completed. How can I conscientiously say to everybody, 
“Put fluorine in your water,” when we do not know what happens to 
pregnant women and the class I have referred to? 

Dr. Ast. Dr. Miller, we are living in a very fast-moving world, as 
we are well aware, and while I did make that statement in 1949, my 
observations since then have dictated another turn. 

Dr. Mitier. Wait a minute, Doctor 

Dr. Ast. And I wish that my later statement was used as an au- 
thoritative statement rather than an early statement. 

Dr. Mitter. Well, Doctor, did you not say as of today, March 6, 
1952, that you were going to carry on some experiments in the New- 
burgh laboratory ? 

Dr. Ast. Indeed we are. 

Dr. Mitter. On what happens to the older group ? 

Dr. Ast. Indeed we are. 

Dr. Mitter. And did not you say that the conclusions had not been 
reached ? 

Dr. Ast. The full evidence has not been reached, that is correct. 

Dr. Miter. Then I would like to tell those people that are going to 
use fluorine in those waters just those words. I am going to take them 
right out of the record and say, “Here is the record,” and let them 
make their own decisions. 

Dr. Ast. But I think, Dr. Miller, that there is other information 
which should be given to your constituents at the same time. 

Dr. Mrtter. Statistics like you have there on morbidity and mor- 
tality? I could tell them how long they live in Nebraska without 
fluorine. That is what I will tell them. 

Dr. Ast. I think your constituents are entitled to the information 
that there are well over 3 million people in the United States today 
living in areas where fluorine in concentrations of more than 1 part 
per million are getting it daily, and where there is no evidence of any 
detrimental effect. Colorado Springs is a health resort with 2.6 parts 
per million. 

Dr. Mitxier. Do you recognize that people that are exposed to little 
doses of poisons over a period of years build up a resistance and they 
show no particular harm, but put somebody else down in that par- 
ticular area and it upsets them ? 

Dr. Ast. Yes; Tam quite aware of that. 

Dr. Mitre. You are quite aware of it. 

Dr. Ast. I am also aware of the fact that chlorination has been in 
effect for more than 40 years, and that while fluorine and chlorine do 
not have the same reaction, there have never been the kind of extensive 
studies of chlorine which are being asked for in fluorine, 

Dr. Mrirr. Do not misunderstand me, Doctor. Lagree that fluorine 
in children is excellent, and I want to continue with it. But I do not 
think that vou have carried on your experiments at your laboratory 
relative to old people and pregnant women and those with chronic 
diseases sufficiently far to say that it should be generally used for 
everyone. It has been shown that the diseased kidney in children 
holds back the fluorine. That has already been demonstrated. What 
does it do in an adult # 
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I think the same thing would occur. I don’t know. I hope 
wouldn't, but it probably would. 

It seems to me in the public interest that we ought to carry these 
experiments to the conclusion of your 10- or 1: 2-year period before we 
recommend universal application of fluorine for everyone. I think 
that would be in the public interest, and that is the only thing I am 
thinking of. 

I can readily say, and I have said to my patients as a doctor, I think 
fluorine in the water for children is a good thing. I said that 15 
years ago when fluorine first came out. 

I have endorsed fluorine for youngsters, but I cannot in all con- 
science say that it is good for people in the older group, particularly 
those with chronic diseases, and those mothers who are supplying 
children. There has been ample evidence that it does something to the 
ylacenta tissue. ‘The Agriculture Department has recommended that 
focus doses of fluorine not be given to brood sows; in fact, no fluorine 
atall. The say no fluorine at all should be given to them—not only no 
large but no small doses even. 

If it is important to brood sows, it ought to be important to the 
oo mothers of America. 

Dr. Ast. Mr. Chairman, I know you are anxious to get me out of the 
chair, but I would like to make one more point. 

The CuarrMan. No; I am not anxious at all. 

Dr. Asr. I thought you were getting impatient. 

The CuarrMan. As a matter of fact, I would like to ask you one or 
two questions myself. 

Dr. Ast. Excuse me, I jumped the gun. 

The Cuamman. How does fluorine occur natur: ally—in what com- 
bination ¢ 

Dr. Ast. I wish I could answer that. Our mental giants in science 
aren’t able to agree on that. We get it principally in water as it passes 
over igneous rocks in deep wells, but I don’t know what compound 
produces the fluorine ion. 

The Cuatrman. Is it not combined with calcium for the most part ? 

Dr. Ast. Calcium fluoride is highly insoluble salt, and I would rather 
expect if it is to be absorbed it would have to be in a more soluble salt. 

The CHamman. That gets right down to what we are talking about. 
You mentioned a few moments ago that Colorado Springs was a health 
resort, and the fluorine that occurs in that water is in the form of 
calcium fluoride; is that right? 

Dr. Ast. Colorado Springs has 2.6 parts per million of fluorine in 
its water supply but I cannot say that this is produced by calcium 
fluoride. 

The CHarrMan. Generally speaking, everywhere it is calcium fluo- 
ride when it occurs naturally ¢ 

Dr. As'r. I don’t think the engineers are agreed on that, Mr. Delaney 
I have ssked the question of several engineers and chemists, and I 
couldn’t get an answer as to whether it was calcium fluoride or sodium 
fluoride cr any other fluoride. 

The Crarman. I do not think it ever occurs naturally as sodium 
fluoride, dloes it? 

Dr. Ass. I don’t know. 

The CaarrMan. You are not able to answer that question ? 
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Dr. Ast. No; Iam not able to answer that question. 

The Cuairman. In preparing sodium fluoride do they not take the 
calcium fluoride apd then with one of the acids prepare it in that 
manner ? 

Dr. Ast. But I don’t know whether sodium fluoride is found natu- 
rally, whether or not we get it out of the soil in rocks as a caleium 
fluoride, as a sodium fluoride, as one of the other minerals. 

The Cuamman. Well, it just occurs to me, if you are using sodium 
fluoride as an additive there should be some study as to whether or not 
sodium fluoride oceurs naturally, because we are making comparisons 
with areas in which fluorides appear in the water in a natural state. Is 
that not right? 

Dr. Asr. Yes. 

The Cuarmman. We are using some of those statistics. 

Dr. Asr. That is right. 

The Cuarrman. And there is a difference between the solubility of 
calcium fluoride and the fluoride that is added, which is sodium fluo- 
ride ¢ 

Dr. Asr. Yes: but calcium fluoride at 1 or 2 parts per million 
is soluble. It is when it gets into the higher concentrations that it is 
relatively insoluble. 

The Cuamman. Now here is something that has occurred to me. 
There is an additive of chlorine in the water here in Washington. 
Most strangers are shocked when they first take water containing this. 
What effect would the sodium fluoride have on the calcium, if you 
know / 

Dr. Ast. Sodium is much more active than the calcium in combin- 
ing with fluorine, so there is no likelihood of the calcium fluoride 
changing over with the sodium fluoride. 

The Cuamman. Then what effect on the chlorine ? 

Dr. Ast. There is no antagonistic action between the fluoride salt 
and the chlorine. That has been determined. 

The Cramman. What about the taste? Would there be any change 
in the taste of our water here? 

Dr. Ast. Only if you add more chlorine. The sodium fluoride at 1 
part per million or the fluoride ion from any of the compounds which 
will be used produces an odorless, colorless, and tasteless solution. 

The CuatrMan. Sodium fluoride is very toxic ? 

Dr. Asr. Yes. 

The Cuamrman, A very toxic substance, is it not ? 

Dr. Asr. It is. 

The Cratman. Would its continuous use in pots and pans and 
teakettles have any effect ? 

Dr. Ast. I do not think so. So far as acute toxic dose to produce 
symptoms of nausea and vomiting, for example, which are the earlier 
signs of acute fluoride toxicity, at 1 part per million one would have 
to drink about 120 quarts of water in a short period of time to get a 
toxic dose. 

The CuamrMan. We use it daily in all our cooking and for drinking 
purposes. If we do that day in and day out for years could that pos- 
sibly have an effect ? 

Dr. Asr. I don’t think so, but I can’t answer categorically it will 


not, 
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The Cuamman. All right, Doctor, thank you very much for you 
testimony here today. I know that the committee here is indebted to 
you because you are one of the witnesses who has actually conducted 
experiments and gone to great lengths in your attempt to bring suffi 
erent ey idence before the American public of the bene fits of fluor ine ) 
drinking water. 

Dr. Mrtter. May I add a word, Mr. Chairman ‘ 

The CuatrMan. All right, Dr. Miller. 

Dr. Mintuer. I just wanted to say, when you complete your experi 
ment on what hap ns to the older Croup and those with chronic 
diseases I hope you will send me some material on it. [I was very much 
interested. 

Dr. Asr. Thank you. I will keep you posted from time to time. 

Mr. Anernernuy. | have one question, Mr. Chairman. Doctor, is 
it not reasonable to assume that experiments will never be corn 
pleted in the use of anv chemical or substance: is that right Y 

Dr. Ast. Thank vou, Mr. Abernethy, that is the very questiol I 
was hoping would be asked. We will never be through with ow 
experiments and we will always have questions to answer. 

Mr. Api RNETHY. There will always be some possibility of some 
question being raised about the use even of drugs and chemicals that 
are now on the market and have been for a number of years? 

Dr. Asr. I think that 1s a correct statement. 

The Cuamman. And this committee could never complete its study, 
could never possibly complete its study. 

Dr. Asr. I do not think we will ever be able to sav. “finished”. If we 
do. our progress \“ it] simply be stopped. 

The CHarrman. We have to call a termination at some point. 

Dr. Minter. With that, I agree, Mr. Chairman, thoroughly. But 
I do say there ought at least to have been a start on the examination 


as to what happet s to adults. There has not been a single thing 
done. In his words, he is just starting it. I think that should be 
done before we ord ra universal medication of fluorine in water 


The CHAIRMAN. | ith) th nking of our ovel all pieture. 

Dr. Miniter. Children. ves, excellent. 

The Cuairman. We have no more planned meetings at this particu 
lar time, but I th kk ¢ very member of the committee realizes that we 
have not eveh scrat ec the surfiac e. 

Dr. Minver. That is rght. 

The Cuamman. That we could go on and on for many, many 
years and each day something hew would develop. But we have 
to terminate. 

The purpose of this committee, of course, is to conduct these hearings 
so that we can better legislate, if legislation is needed. And that 
is what we are attempting to do now. We realize that this study of 
chemicals in foodstutfs can never, never be completed. New things 
happen every day 

| think Mr. Jones has a question. 

Mr. Jonzs. I do. Mr. Chairman. I was going to ask the doc- 
tor if this was not a fact: That if the reason those studies have not 
been made that Dr. Miller has indicated should be made was pos 
siblv due to the fact that youl vital statistics indicate that in com 
munities where the water does have fluorides and those where they do 
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not have fluorides, the condition is not so different as to think that 
there would be the importance of making those tests? Would that 
have something to do with it? 

Dr. Ast. That is correct, sir. 

The Cuamman. Thank you, Doctor. 

Dr. Ast. May I just make two points that have been raised that I 
haven’t had a chance to answer? I will try to make them very short. 

The CHatman. Yes. 

Dr. Asr. The point has been made that the water fluorides benefit 
children, and the emphasis is all on children. I should like to get 
into the record that our present and our next generation of children 
will be the following generations of adults, and that they carry over 
these benefits into adulthood. 

The second point is with regard to nephritis. Much has been said 
about the potential dangers of fluorides with nephritis. Patients 
with nephritis are sick people and should be under the care of compe- 
tent physicians. The physician prescribes a diet for that patient 
and prescribes medication. 

While I do not concede that fluorides in water may have any effect 
on a nephritic patient, I do say that if such should be the case, there 
would be every reason why that physician could prescribe distilled 
water for his patient, and frequently does, rather than to hold up the 
progress and the potential benefits to untold millions of people in 
this country, because we have a question which still has to be resolved. 

The Cuarrman. Thank you, Doctor. 

Dr. Asr. Thank you. 

The Cuatrman. Call the next witness, Mr. Kleinfeld. 

Mr. Kueinreip. Dr. Heyroth. 

The Cuarmman. Give your name and address to the reporter. 

Dr. Herrorn. Francis F. Heyroth, Kettering Laboratory, College 
of Medicine, University of Cincinnati. 

(The oath was administered by the chairman. ) 

The Cuarrman. Proceed, Mr. Kleinfeld. 


TESTIMONY OF FRANCIS F. HEYROTH, M. D., REPRESENTING 
NATIONAL RESEARCH COUNCIL AD HOC COMMITTEE ON FLUORI- 
DATION OF WATER SUPPLIES 


Mr. Kiernreip. Do you have a prepared statement ? 

Dr. Heyrorn. I have the following brief statement. 

Mr. Kuernrecp. Do you have copies for the committee ? 

Dr. Heyrorn. I don’t have of this. This is merely a qualification 
statement. 

Mr. Kviernrerp. Will you please read your qualifications ? 

Dr. Herrorm. My name is Francis F. Heyroth. I received the de- 
gree of M. D. in 1925, and Ph. D. in 1929, both from the University of 
Cincinnati. For 2 years I was a medical fellow of the National Re- 
search Council, studying at Harvard Medical School, and the Univer- 
sity of Upsala, Sweden. At present I am associate professor of 
biological chemistry, College of Medicine, University of Cincinnati, 
and associate professor of industrial toxicology and assistant director 
of the Kettermg Laboratory of the department of preventive med- 
icine and industrial health, University of Cincinnati. I am also a 
member of the Cincinnati Board of Health. 
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My interest in chronic fluoride intoxication has been largely in rela- 
tion to the condition as it may occur among workmen e xposed to dusts 
arising from the manufacture or handling of fluorides in the form of 
cryolite, or superphosphates, or to vapors of hydrogen fluoride. For 
a number of years my associates have been investigating the storage 
and physiological effects of fluorides when ingested over long periods 
by animals or by man, and we have assembled a bibliography of severa!] 
thousand references to the subject. When, a little over a year ago, 
a delegation from the Cincinnati Public Health Federation requested 
the local board of health to approve the fluoridation of the Cincinnati 
water supply, the board deferred action until I could review our past 
work and the work of others. The results were presented as a report 
to the board, at the conclusion of which I introduced the following 
motion : 

I move that the board recommend to council that the water works be directed 
to adjust the fluoride content of the city water to that which is optimal for 
dental health, by the addition of a fluoride-containing compound of such nature 
and in such amount as the board may specify and in accordance with such proce- 
dures and with such analytical controls as may be prescribed by the board to 
insure the safety of the public and of the workmen engaged in the process 

This was carried by the board, and council has recently taken fav- 
orable action. I subsequently presented portions of this report deal- 
ing with the systemic toxicity of fluorides to a meeting of the National 
Research Council’s Ad Hoc Committee on Fluoridation of which I was 
a member. This committee has subsequently condensed the gist of its 
deliberation in the form of a brief report, approved by all participants. 

Dr. Mitier. At that point, what experiments did you carry out 
as to the toxicity of fluorine on animals or human beings? 

Dr. Herrorn. Both. I have that in the statement. I will come to 
that in a moment, if I may. 

Dr. Miitier. All right. 

Dr. Hryrorn. I have both of these reports here, and wish to sub- 
mit them for the record. Now, if it is desired, I can read the six- 
page report of the National Research Council. 

The On ‘MAN. Have you extra copies of those reports? 

Dr. Herrorn. I have only one copy left of the National Research 
Council’s report, but Mr. Gardner informed me yesterday that they 
would be submitted to the committee. 

Mr. Jones. We hi: OMe the copy here. 

Mr. Kiernrevp. Pardon me. May I suggest that the reports which 

’r. Heyroth mentioned be made a part of the record ? 

The Cuarrman. I have no objection. Unless some other member 
has objection, we will order them in. 

They do not refer to anyone by name ? 

Mr. Kiernrevp. These are reports endorsing the fluoridation. 

The Cuarrman. I have no objection, unless other members do. It 
is so ordered that they will be made a part of the record. 

Dr. Heyrroru. Now the other report is the one submitted to the 
Cincinnati Board of Health, and I have 12 copies of that here for dis- 
tribution, if you do not have them. 

Dr. Mriier. At that point, I want to read here. Part of your re- 
port says this, sir: 

While some aspects of water fluoridation are still in the experimental stage. 
its application has been shown to be technologically practical and economically 
feasible. However, it remains to be determined by each municipality contem- 
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plating installation of this procedure (1) what benefits may be exacted, (2) 
what the potential liabilities are. After reviewing the available evidence your 
committee believes that the following are principal considerations— 


and so forth. 

In other words, you say in those words that experiments are still 
being carried on; the exact effect we do not know. 

Dr. Herrorn. No. The first part of what you read is- 

Dr. Mutter. Experimental stage. 

Dr. Herrorn. What page? 

Dr. Minter. Page 1. You say, “In the experimental stage,” in the 
middle of the first paragraph—* While some aspects of water fluorida- 
tion are still in the experimental stage.” 

Dr. Herrorn. That is right. 

Dr. Mitier. That is what you wanted to say ¢ 

Dr. Heyrrorn. Yes. 

Dr. Mitier. In other words, you have not found the answers to 
some of the experimental things carried on ¢ 

Dr. Herroru. Well, I think, as was brought out just a few moments 
ago in Dr. Ast’s testimony with regard to some questions, it was 
pointed out that in a question of this sort we never get all of the 
answers. 

Dr. Mitxer. All right. 

Dr. Herrorn. It is going to take years to do that. 

The Cuairman. Complete your statement, Doctor. 

Dr. Heyroru. This Cincinnati report which is being passed out to 
you is 16 pages, and would take considerable time to read. 

The CuarrmMan. Yes. 

Dr. Herroru. If there are any questions raised on this report—— 

The Cuaran. We have not had an opportunity to look at either 
report until this very moment. So if you will go on with your pre- 
pared statement. 

Dr. Herrorn. Then I will read this National Research Couneil 
report, 

The Cuamman. The one you were on originally. 

Dr. Heyrornu. I finished that. 

The Cuarrman. Thank you, Doctor. 

Mr. Kieinrecp. You are representing here the National Research 
Council, are you not ¢ 

Dr. Herrorn, ‘That is right. 

Mr. Kiernrevp. And the statement represents the official position of 
the National Research Council ? 

Dr. Herroru. That is right. It is six pages. Do you wish all of it 
read ¢ 

The CHairMan. Start it and we will go as far as we can. 

Dr. Heyroru. This committee—that is the committee of the Re 
search Council—was convened and directed to express its judgment 
as to whether, on a basis of a review of the present status of scientific 
knowledge, supplementing the fluoride content of public Water sup- 
plies for the partial prevention of dental caries is a desirable and safe 
procedure from a physiological viewpoint. Specifically. it has been 
udvoeated, where necessary because of the deficiency of this element, 
that the fluoride content of the public water suppliés be adjusted to 
insure a mean content of approximately | part per million of fluorine. 
While some aspects of water fluoridation are still in the experimental 
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stage, its application has been shown to be technologically practical 
and economically feasible. However, it remains to be determined by 
each municipality contemplating installation of this procedure (1) 
what benefits may be expected, and (2) what the potential liabilities 
are. 

As to that first, I might interpolate that the benefits to be expected 
will vary with the municipality because some municipalities may have 
no fluorides in the water, others may have one-tenth of a part per 
million. others may have two tenths. others three tenths, and so on. 
Now there would he less ¢ aries initially present before fluo. dation in 
those that have some fluorides, say, a half a part per million, than 
there would be in those that have none. So that when you bring it all 
to | part per million DY adding fluorice you would vel less benefit in 
those communities that have normally some fluoride than you would 
In those communities that had none, 

Do you understand what I mean by that / 

The CuHarrMan. Oh, ves: very well. And the food, of course, may 
play a part. 

Dr. Heyroru. The foods havea part but they have a relatively minor 
part 1 most cases, 

\fter reviewing the available evidence, your committee believes 
that the following are the principal considerations, briefly stated, 
upon which judgment must be based. 

|. Under normal conditions of living. fluorine ts a trace element in 
human nutrition (MeClure, 1951). Minute amounts are absorbed from 
certain foods and drink he water and, toa limited extent. are retained 
by dental and osseous TISSUeS, The quant Cy ( f fl iorie neve ted l 
food is a relatively unimportant variable; the average diet contains 
0.2 to 0.5 milligram daily. Of greater import is the variable quantity 
ingested in drinking water. Many of the public water supplies in the 
| nited States, parti ilay 1\ those of the large cities, derived from riv 
ers, lakes, and ponds, are practically fluoride-free; others contain from 
traces to 1.5 parts per million fluorine as fluorices \ number of sup 
plies (Hill ana others, 1949), part cularly those obtained from ieep 
wells and aquifers irregularly distributed in various parts of the coun 
try, contain from 1.5 parts per million up to 7 or 8 parts per million, 
very rarely more 

There was one community at Bauxite, Ark., some years ago that 
had 14. They have ¢ hanged their water supply there now. 

| believe that some prior witness has introduced testimony in regard 
to the number of people who had drinking water in various parts of 
the country where there was more than a certain amount of fluoride, 
and I won't take that up 

2. From the epidemiological investigations of Dean (1946), there 
is convincing evidence that within certain limits there is an inverse 
relationship between the natural fluoride content of drinking water 
and the frequency of dental caries in children dependent upon these 
supplies. The most use fuli dex of the amount of caries is the number 
of decayed, missing, and filled permanent teeth—DMF per child, 
per 100 children, or per LOO permanent teeth, at specified ages, Dean's 
original observations were based upon 7.257 selected white school 
children aged 12 to 14 in 21 cities of four States. The prevalence of 
carles— DME was greatest in those children who had used con- 


t nuously from birth the publie water supplies which were fluoride 
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free. The prevalence was progressively less in comparable children 
reared in cities with public water supplies having a fluoride content up 
to approximately 1 part per allen, Beyond this concentration 
there was little, if any, advantage. Children reared in cities where 
drinking water contained approximately 1 part per million of 
fluorine experienced only about one-third as much dental caries as 
those reared in cities whose water supplies were fluorine-free. 

The Cuatrrman. What is your authority for that statement ? 

Dr. Heyrorn. The work of H. Trendley Dean of the Public Health 
Service. 

The CuarrMan. Yes. 

Dr. Heyrorn. Published in 1949. These basic observations have 
been confirmed and extended by investigators in this and other coun- 
tries. Similar observations have been made not quite so extensively, 
in England and elsewhere. 

3. The caries-preventive effect of adequate fluoride intake is prin- 
cipally phar ined. upon children when the dentine and enamel of the 
permanent dentition are being formed, that is, from birth up to about 
the twelfth year. There is evidence that this increased resistance to 
dental caries is carried over to some extent into later life, so that at 
least there is a delay of several years in the incidence of caries (For- 
rest, 1951). A recent detailed epidemiological study of adult popula- 
tions (Russell and Elvove, 1951) considerably extends knowledge in 
this field. These observations show that marked caries-inhibitory ef- 
fects of fluoride waters are operative in the 35-, 39-, and 40- to 44-year- 
old groups. 

That is recent work that some of the dentists presented at the meet- 
ing of the committee, which was deemed by the dental group accept- 
able. I am not in a position to judge that work as I am not a dentist. 

4. A considerable number of experimental studies have been con- 
ducted in the laboratory to explore the inhibition of induced experi- 
mental caries in rats and hamsters by fluorides and to explain this 
action. The results give consistent support to the concept of a re- 
lationship between human caries and fluorides (McClure, 1951). 
While it appears probable that caries resistance is associated with the 
incorporation of fluorides into the tooth structure, the exact mecha- 
nism by which it is mediated is unknown. The causes of caries are 
only partially understood. 

5. The margin between the optimal quantity of fluoride in drinkin 
water which is required for maximal benefit in tooth development aad 
the amount which produces undesirable physiological effects is suf- 
ficiently wide to cause no concern. ‘The most sensitive indication of 
the latter is the enamel defect of ~ e teeth known as en- 
demic fluorosis, or mottled enamel. The epidemiological studies of 
Dean (1942), based upon examination of 5,824 white children in 10 
States, showed a direct correlation between severity of the mani- 
festations of mottled enamel and the increasing fluoride content (up 
to 5 parts per million) of the water supplies upon whieh they were 
dependent. At approximately 1.0 part per million, less than 10 per- 
cent of children show the least detectable evidence of disturbances 
in enamel formation, which are not visible except to the trained eye 
of the examining dentist. Beginning at about 2 parts per million, an 
increasing proportion of children have mottled enamel of a grade that 








CHEMICALS IN FOODS AND COSMETICS 1769 


is easily apparent. While such teeth are caries-resistant, they are 
— ically objectionable. 

. While the safe level of fluoride concentration to afford a maxi- 
mum caries-preventive effect without mottled enamel is approxi- 
mately 1.0 part per million, it varies somewhat with climatic and other 
factors and must be“ascertained for each general area (Dean, 1951). 
For practical public-health purposes, it has been proposed that a safe 
level has been reached when not more than 10 to 15 percent of children 
age 12 to 14 years, who have used water supplies since birth, and who 
have been examined under standard conditions, show the mildest de- 
tectable type of mottled enamel. Under the climatological conditions 
prevailing in the Chicago area, where the mean annual temperature 
is about 49° F., this uppper limit has been reached by domestic water 
supplies containing approximately 1.0 to 1.5 parts per million fluoride. 
On the other hand, in the vicinity of Moultrie or Brunswick, Ga., with 
a mean annual temperature of 68° F., the upper level has been found 
to be associated with water supplies containing only 0.5 to 0.7 part 
per million. 

I might interpolate that in Charlotte, N. C., they make an adjust- 
ment in the amount that they add to the water seasonally—more in the 
winter than in the summer. At the higher temperatures in the sum- 
mer more water is consumed. 

There is an extensive literature on the pharmac ology and toxicol- 
ogy of fluorine and its compounds. This has been reviewed by Me- 
Clure, myself, Cox, and Hodge, and by a number of others—DeEds, 
Greenwood, and several others. 

Only those parts of it which deal with the cumulative action of 
fluorides are pertinent to the question of the safety of fluoridation. 
That is acute intoxication, which is something that doesn’t disturb 
us. 

Chronic fluoride intoxication characterized by bone, joint, and 
other tissue changes has been the cause of impaired skeletal function 
in Danish workmen exposed to fluoride dusts as an occupational haz- 
ard. The authority for that is a monograph on fluoride intoxication 
published by Roholm in 1937. 

The presence of concentrations of fluorides in excess of 5 parts 
per million in water supplies in certain parts of the world has been 
reported to have given rise to a number of cases of chronic fluorosis, 
but the reported data are inadequate to establish the threshold con- 
centration at which storage may be expected to occur to a potentially 
harinful extent. 

That is one of the points which we wish to determine and on which 
we are doing some work at present. 

A radiologic survey at Bartlett, Tex.. where the water contains 
8 parts per million revealed an increased bone density not associated 
with functional impairment in 11 percent of those examined. I might 
add there that that work is unpublished, the work of Dean of the 
Public Health Service. It was introduced in the testimony at the 
hearings for the establishment of a tolerance for insecticidal fluorides 
some years ago—1 44. 

Roentgenologic examinations of a limited number of persons living 
in areas where the water contained from 1.2 to 3 parts per million 
revealed no evidence of fluorosis. That was work done in Illinois by 
Hodges, not the same Hodges referred to in the prior testimony. 

96568 —52—pt. 346 
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That is 12 to 3 parts per million, in some 86 people examined 
rventgenologically they found no evidence of any chronic fluorosis 
or alterations of the bones. 

The fluoride concentrations in the urine of normal teen-aged boys 
and young men closely approximate numerically those in their drink- 
ing water in regions where the water supplies contain from 0.2 to 4.7 
purts per million. That is the work of McClure, and it was done 
on boys in high school and inductees in draft centers and draft sta- 
tions in various parts of the country where the water contained known 
amounts, and where the inductees had been living for their life in 
areas where the content was known. Other draftees were excluded 
if they had just come into the area recently. 

Fluorine balance studies furnish additional evidence that the human 
body eliminates the major portion of food- and water-borne fluoride 
when the quantities ingested do not exceed 4 to 5 milligrams of 
fluoride daily (McClure, 1951), although the daily ingestion of 6 
milligrams led to demonstrable storage. That is in the work of my 
associates, Machle and Largent, some years ago. 

Jn the accumulated experience there is no evidence that the pro- 
longed ingestion of drinking water with a mean concentration of 
fluorides below the level causing mottled enamel would have adverse 
physiological effects. Since the water supplies in various parts of 
the country contain considerably greater amounts, it is desirable 
that epidemiologic surveys of the incidence of chronic fluorosis be 
made in those regions, and that further balan e studies be undertaken 
in order to establish the facts in regard to the storage of fluoride at 
moderately elevated levels of intake. 

We are doing that in connection with two subjects now who have 


been living for all of their lives, and they are in their sixties, in the town 
of Bartlett, Tex., where 7 to 5 parts per million are present hature ally 
in the drinking water. Those people are in perfectly good health at 
this age. They also happen to shown no roentgenologic evidence 


of fluorosis. 

8. In 1945, studies were begun to ascertain whether the adjustment 
of the fluoride content of a public water supply to the optimal level 
with commercially available fluorides would confer the same caries- 
inhibitory effects as do waters which carry the same concentrations of 
fluoride naturally. 

That point should be emphasized a bit. That is the real purpose of 
the experiments at Newburgh and Sheboygan and the rest of the places 
that have been named to see whether it is true that sodium fluoride, 
hydrogen fluoride which is used at Madison, Wis., some silico-fluoride 
or anything else, would have the same effects if added to the water as 
that which occurs naturally. 

I believe you asked a question related to that some time before. 

Preliminary analysis of the first 4 years is now available on two 
studies in which the observations were carefully controlled: (1) The 
Grand Rapids, Muskegon, Aurora yey (Dean and others, 1950) ; 

2) the Newburgh, Kingston study (Ast and others, 1950-51). 

Beginning in January 1945, ear Ba fluor idle was added to the Grand 
Rapids water supply in suflicient quantities to insure continuous main- 
tenance of a level of about | | part per million. In order to establish a 
base line of dental caries experience prior to fluoridation, 19,680 chil- 
dren with history of continuous residence in Grand Rapids, Mich., 
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were given a complete dental examination. In addition, 4,291 children 
were examined in Muskegon, Mich., a city which derives its fluoride- 
free water supply from the same source as does Grand Rapids, that is, 
from Lake Michigan. An additional 5,116 children were examined in 
Aurora, Ill., where the community water has contained 1.2 parts per 
million of “natural fluoride” for years. Data from examinations con 
ducted at Grand Rapids and Muskegon during the autumn of each 
year since 1945, that is, five yearly examinations since fluoridation 
was begun, have been tabulated. These examinations were made on 
representative children from the kindergarten, first. fourth. eighth. 
and eleventh school grades. In Grand Rapids, there has been a redue 
tion in caries experience in the permanent teeth * children examined 
in 1949 as compared with the ae on the basis of the 1944-45 
examinations, particularly in the younger ages. The apparent amount 
of reduction in the DMF rate per child at ages 6, 9, 15, and 16 years, 
wis approximately ot percent, 56 percent, li. and lv percent, respec 
tively. Com urrently, there has been a sheht decline in the caries rates 
reported by Muskegon with its fluoride-free water supply but it is 
relatively small and inconsistent, 22 percent in the 6- year-olds and 28 
percent in the ¢-year-olds. This is unexplained. In the 5-, 6-, and 
‘-year-old groups at Grand Rapids the DMF rates now approximate 
mona of comparable groups of children in Aurora. Preliminary 
analyses of of the 1950 dental examinations at Muskegon and Grand 
R: ipl ds indteate that the obse ‘rved dental caries « xperience at Muskegon 
is again similar to es it recorded in the 1944—45 base line. At Grand 
Ray yids, a further reduction in dental ecauries prevale ce Was observed. 

tn another study, beginning in May 1945, sodium fluoride was 
adce cl to the watel supply of Newburgh. N. Pe, SO a5 to prov ide au con 
tent of 1.2 parts per million, while the Kingston, N. Y., supply was, 
and has continued to be tluorine-free. At the end of 4 vears of fluoride 
treatment of Newburgh’s water supply, analysis has been been made 
of the data on dental caries experience both of deciduous and per- 
manent teeth of approximately 3,200 school children 5 to 12 years old 
n Newburgh, and 3,100 children of the same age in Kingston. In 
brief, the investigators conclude that the DMF rates among per- 
manent teeth of the 6- to 12-year-old children in Newburgh show a 
consistent downward trend after 4 vears of fluoridation, whereas the 
DME rates in the co trol city of Kingston show no ce mnges, The 
reduction in Newburgh is from 20.6 DMF per 100 permanent teeth 
to 13.9, or a reduction of 32.5 percent. The rate in Kingston re- 
mained at 20.2 DMF per 100 permanent teeth. Since the first perma 
nent molars are the teeth most affected by dental caries, a special an 
aly sis of the condition of these teeth was made. The number of caries 
free first permanent molars increased in Newburgh, after 4 years of 
fluoride exposure among 6- to J-year old children, from 59 per LOO 
molars to 77. The number of caries-free permanent teeth anong 
Kingston children of the same age remained coventian’y unchanged. 

From these two studies, therefore, it appears that the adjus tinent 

the fluoride concentration to optimal amounts in a water supply 
previously deficient in this element has resulted in considerable re 
duction of caries in children. Just how great a reduction may be 
effected ultimately will have to wait upon a longer period of obser 
vation. Reports from other cities which have installed this procedure 
tend to corroborate the studies mentioned above (Hutton and others. 
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1951; Bull, 1949-50; Erlenbach and Tracy, 1946; 1948; Hill and 
others, 1950). Continued observations, however, are essential to es- 
tablish the degree of effectiveness in higher age groups. 

9. In the control studies to which reference was made in the pre- 
ceding paragraph, sodium fluoride—NaF—was added to the water 
supplies. Assuming that the availability of fluoride ion is the same, 
the use of sodium silico-fluoride—fluosilicate—Na,SiF.,—should result 
in considerable savings. On the basis of experimental studies, the 
fluorine in sodium fluoride and sodium fluosilicate produce similar 
physiological effects upon rats (McClure, 1950) and are equally ef- 
fective in inhibiting the development of induced dental caries in rats 
(Zipkin and McClure, in press). Accordingly, it is inferred that this 
would apply to human experience as well, although this has not yet 
been demonstrated. Other considerations being equal, for reasons of 
economy the cheaper material—fluosilicate—is recommended. In the 
case of smaller public water supplies, however, other factors, such as 
available space, handling hazards, and equipments preference, will 
dletermine the choice of the compound used. 

10. The statement that fluoridation of water supplies reduces tooth 
decay 65 percent is postulated on an expectancy for a population 
using a fluoride-free water supply. When a public water supply 
naturally containing 0.4 to 0.5 parts per million, of fluoride is adjusted 
to the optimal level—1.0 part per million—the reduction in dental 
caries prevalence obviously would be less. Upon the basis of infor- 
mation at present available, it is not possible to predict how much 
reduction of caries will be apparent in the adult population. Other 
factors—genetic, dietary, bacteriologic, and the availability of dental 
services, et cetera—affect the prevalence of caries and vary in every 
community. Fluoridation is a partial caries-control procedure and 
does not eliminate the need for other dental-health measures. 

11. The promotion, initiation, supervision, and proper operation of 
the fluoridation of public-water supplies is a responsibility of the 
State department of health, acting jointly through its bureau or 
division of dental health and through the division of public-health 
engineering with the collaboration of the dental and medical pro- 
fessions. Suitable local plans for dental health surveys before fluori- 
dation and periodic evaluations should be set up by the dental public- 
health program director. These surveys should provide data suitable 
for calculating an index of caries attack and an index of the frequency 
and severity of dental fluorosis—mottled enamel. Engineering as- 
pects of fluoridation, such as tests to determine the fluoride content of 
the water, safety provisions, training of operators, et cetera, should 
be covered by State regulations. The statement of policy and pro- 
cedure formulated by the American Water Works Association— 
1949—will be acceptable to most State departments of health. Munici- 
palities contemplating the installation of fluoridation should look to 
the State health department for expert guidance. Many small com- 
munities would be unable to maintain satisfactory fluoridation prac- 
tice without assistance. There are many so-called automatic Bi 
applying chlorination which allegedly do not require full-time attend- 
ance of a water-works operator. Many have very limited laboratory 
facilities, or lack technical personnel to make accurate chemical deter- 
minations of fluoride content. Ultimately, State or regional labora- 
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tories will have to take over routine chemical examination of samples 
along with established bacteriological control. Provision for periodic 
visits by a State sanitary engineer cannot be considered adequate 
supervision. 

Summary and conclusions: Under normal conditions of living flu- 
orine is a trace element in human nutrition. A variable and important 
source is drinking water. Many of the public water supplies in the 
United States are deficient in this element. Children dependent upon 
such supplies have a high dental-caries-attack rate as compared with 
children living in cities having water supplies containing about | 
part ~ million of fluoride. The advantage of the latter group is 
considerable and is of the order of one-third to one-half as much 
caries. The caries-preventive effect of adequate fluoride intake is 
principally conferred upon children up to about the twelfth year of 
life, during the period when dentine and enamel of the permanent 
dentition are being formed. This increased resistance to dental caries 
is carried over into later life to an appreciable degree. The results 
of experimental studies conducted in the laboratory give consistent 
support to the concept of the inhibitory effect of fluoride on the caries 
process. 

Perhaps I might interpolate there some of the evidence on which 
the statements as to safety are based. That will be found in the Cin- 
cinnati report. 

I might point out that it comes from several independent sources, 
One would be annual experimentation in which long-term feeding 
experiments have been carried out, in which the fluoride of one or 
another type has been added to the diet, food, but not the water, 
usually, of animals over long periods of time. And, of course, in 
such experiments, if the level is high enough harm will result. As you 
cut the level down that becomes less and less. 

Any effects on the kidney or on the ability to grow, or the general 
appearance of the animal and so on will show themselves only at levels 
considerably higher, very far higher, than those that are required in 
order to produce fluorosis or an effect upon the teeth in the experi- 
mental animals. 

That is where we got the idea of the margin of safety between that 
which causes systemic damage and that which causes dental damage. 

Since the dentists are all eagerly watching the program in any city 
which undertakes fluoridation, they are on the lookout for any pos- 
sible mottling and, of course, the long-term epidemiologic experience 
has shown that this never occurs except to the very limited extent that 
I mentioned at 1 part per million. 

The CuarmMan. Doctor, suppose we went on for 15 or 20 years. I 
do not know how much the system would be able to absorb. In 15 
or 20 years, a generation or two generations, then it is possible that 
mottled teeth might come more frequently than we see them now ¢ 

Dr. Hrerrorn. No. They have gone on in the areas in which the 
water is naturally contaminated with fluoride. The people have lived 
there for many, many generations. If they are high fluorides, they 
all show mottling. If they are low fluorides, 1.3, something like that, 
as they are in some of the Illinois areas, they do not. 

The Carman. It is true, too—or am I right in assuming that 
fluoride in its natural state is in combination with calcium ¢ 
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Dr. Herroru. In the water? 

The CHairmMan. Yes. 

Dr. Hevroru. We don’t know what it is in combination with and 
there is no way to find that out. 

The Cuamman. You are familiar with this sodium fluoride. How 
is that prepared in a laboratory? 

Dr. Herrorm. Sodium fluoride ¢ 

The CHarrmMan. Yes. 

Dr. Herrorn. Well, it could be prepared, as Dr. Ast said, by start- 
ing with, well, anv one of a number of sources. You could start with 
superphosphate. That has it. 

The Cuaimman. What is fluorine itself? Is that a gas/ 

Dr. Heyrorn. Fluorine—spelled “i-n-e” is a gas. 

The CHatrmMan. That is a gas? 

Dr. Heyroru. Which we are not concerned with at all because we 
are not putting fluorine in water. 

The Cuamman. Get to the water now. 

Dr. Heyroru. Chlorine is a gas and fluorine is a gas. Sodium is 
combined with chloride to make sodium chloride, which is common 
table salt. When it dissolves in water it breaks down to form two 
parts- ‘the one called the sodium ion, which has a positive electric 
charge, and the other the chloride ion which has a negative electric 
charge. Neither of those ions bear any chemical or physical relation- 
ship to the chlorine gas or metal sodium. 

The Cuamman. Where do we find fluorides in the ground ? 

Dr. Heyroru. In many minerals in many different combinations, 
and you-can make sodium fluoride from any of those if you use the 
right process. 

The Cuatrman. Just how do you make it ? 

Dr. Herrorn. I am not familiar with the technical processes. You 
could make it in a laboratory by starting with calcium fluoride, adding 
an acid, distilling the hydrofluoric acid off, collecting it and neutraliz- 
ing it with sodium hydroxide. 

The Cuamman. Is that the common way of making it? 

Dr. Heyrorn. I do not believe so. It may come as a byproduct in 
aluminum refining where they use large quantities of sodium aluminum 
fluoride, called cryolite, a naturally occurring mineral. You might 
get it from that. You might get it from superphosphate rocks where 
it occurs in a form unknown to me, in fair amounts, but it could be 
recovered by process with which I am not familiar. 

The Cuatrman. While we are on that subject, you are familiar with 
our supply of water here in the District ; are you ¢ 

Dr. Hryrorm. No; I am not. 

The Carman. Well, if you were here for any length of time you 
would know that we have a quantity of chlorine in the water. In your 
opinion, Doctor, would a combination of fluorine and chlorine have 
any effect ? 

Dr. Herrorn. No effect whatever in the concentration in which 
these things are used. 

The Cuatrman. There would be no clash? 

Dr. Heyrrorn. No, no clash at all. 

Now that was one line of evidence experimentally. 

As to storage, we might make experiments, and we have done this 
in our laboratory on man. We have had some human voluntary sub- 
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jects who have ingested daily added amounts of sodium fluoride, or 
let’s just say of fluorine as sodium fluoride. 

In some experiments we have added it as calcium fluoride, in some 
as bone meal, and in some in other forms, to their diet daily over 
periods of some weeks, sometimes 2 or 3 weeks, sometimes 14 weeks. 

These subjects have collected duplicate samples of all of the foods 
that the eat and of all of the water and other beverages that they 


drink. That is, if a person has a meal in a restaurant he buys an 
extra meal, carries a jug with him and puts that in the jug, so that 
we know what the dietary intake is. Then he takes a capsule contain 


mney sodium fluoride, takes three of them per day, to get 6 milligrams, 
say, or in some cases 18, and in a few cases even 36 milligrams per 
day. 

Then all samples of the feces and all samples of the urine are col- 
lected. That is done over months. And the balance between the 
intake and the output s studied in that way. 

Now the amount that is excreted in the feces is deducted from the 
intake. The rest of it we say is absorbed into the body from the di 
gestive tract into the-blood and into the tissues. Then some of that is 
excreted in the urine. We measure that. 

Now what we do not account for of the amount absorbed, what we 
don't pick up in the urine, we say Is stored in the bones. That is 
hot quite correct, Some of it is excreted through the lungs, perhaps 
a bit, not much, in the air. Some of it is put out in the perspiration, 
and we have no good way technically of measuring that. Some at- 
tempts have been made to do that and a certain amount has been 
found by McClure in some of his experiments. We have not done it 
In any exhaustive fashion. 

In that way we can begin to say how much storage occurs at definite 
periods. We have quite a mass of evidence pertaining to that, some 
of which, not all of it, is incorporated in here, because we have a 
reasonably good foundation of information on that. 

It is beginning to appear both in animal experiments of Mitchell 
and Lawrence, and in our own experiments, that when the ingestion 
of added fluorides occurs over periods of time, then more absorbed 
fluoride may be excreted in the urine than appeared at first at the 
beginning of the experiments. That is, as the bones become laden they 
take it up more difficultly so it is harder to get storage after a long 
period of time. I say only that we have indications at present that 
that isthe case. Weare not sure of that. 

To be sure of that we are working on the subjects from Bartlett, 
Tex., who for their lifetime have been using water with eight parts 
per million, and we are going to make balance studies of the same sort 
on them to see what they are doing. 

The Crarrman. As you say, Dr. Dean conducted an experiment 
there and he found that 11 percent of the—— 

Dr. Heyrotu. Radiologic. 

The CuamMan (continuing:) People had bone impairment. 

Dr. Heyrorn. No; they had increased density of the bones. 

The CuHatrMan. Increased density, rather. 

Dr. Heyrroru. That was detectable only on the X-rav, but not very 
marked, and some people who have seen some of those X ravs don’t 
even agree it is there. 
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On the other hand, none of those people had any impairment of the 
skeletal function, that is, they didn’t have arthritis; they were able 
to move their bones and joints without any trouble. 

Some of the Danish workmen who had inhaled dust that had large 
amounts of fluoride in it over the years did have some impairment of 
skeletal function. They got what they call poker backs, stiff backs; 
not many of them, but a few did. 

That is the condition we are looking for, you see, and that is the con- 
dition we must assure ourselves will not occur as a result of fluorida- 
tion. 

Now, that human experimentation is the second line of evidence. 

The third is the epidemiological observations in areas in which the 
water has naturally contained thuoride and people have used that water 
for years, for their lifetime. We don’t have as much evidence there 
as we would like, and we are trying to stimulate more work of that 
sort being done. 

The one is the work of Hodges and his group, radiologic in nature, 
in the regions in Illinois where the amounts aren’t great—1.3 up to 3 
parts per million in two cities. They have shown nothing positive, 
that is, no harmful effects. 

The other is that which we have just mentioned in Bartlett. 

Now, then, there is to my mind a more significant and a_ better ap- 
proach still, and that is the one of industrial toxicology. There are fac- 
tories in this country where men in their sixties who, during 25 or 30 
years of employment have had a chance to ingest dusts or to inhale 
dusts that contained considerable amounts of fluoride. So those men 
have been surveyed, not for the purpose of this question of fluoridation 
of water, but for the purpose of studying industrial health. 

They have been examined radiologically. They have been examined 
clinically for any signs of ill health. There are not many cases of 
positive fluorosis. There are some where there have been fair amounts 
inhaled over the years. There are a few. 

In this country there has been no impairment of skeletal function, 
although there are radiologic signs of the disease. 

Now what one would want to do is to correlate the incidence of any 
radiologic change in the bones of those men who have been inhaling 
quantities of fluoride that are far, far in excess of anything that we get 
at 1 part per million, over years with the amounts that they excrete 
in the urine, because if we know that a certain concentration would be 
present in the urine of a man who is showing some signs of change in 
the bone density, then we might be able to say how much might be 
possibly safely excreted in the urine of people who are getting the 
fluorine from drinking water. In that way we might establish a 
factor of safety, know how much more than 1 part per million we 
might have and still not get trouble. 

Well, that work is not entirely completed and it cannot be for some 
time. 

The Cuamman. What is your conclusion on that ? 

Dr. Heyroru. The conclusion would be that about 10 parts per 
million of fluoride in the urine seems to be the concentration excreted 
by the people who are beginning to show X-ray evidence of changes 
in the density of the bones; 10 parts per million in the urine, you 
see, is far above anything you are going to get in the cities where you 
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have 1 part per million in the water or even 5 parts per million in 
the water. 

The Cuarrman. Mr. Jones has a question. 

Mr. Jones. When you spoke of the workmen inhaling dust, they 
would be inhaling other things than fluorine; would they not? 

Dr. Hrrrorn. Probably not to a great extent. 

Mr. Jones. They would be inhaling the gas then; is that right? 

Dr. Heyroru. It might be the gas Hl'—hydrogen fluoride gas—or 
it might be cryolite dust or superphosphate dust. 

Mr. Jones. I was just wondering about the dust and the foreign 
matter that would be included in that inhalation probably. 

Dr. Heyroru. Probably nothing that would have a significant 
bearing on the experiment or the observations. 

Mr. Jones. I see. ” 

Dr. Heyrorn. There is a safe margin between trace quantities in 
drinking water which are required for optimal dental health and 
the amount which produces undesirable physiological effects. The 
most sensitive indication of the latter is interference with normal 
calcification of the teeth, which is manifested in mottled enamel, or 
edemic fluorosis. This effect, although compatible with caries-resist- 
ant tooth structure and, within certain limits, apparently with physio- 
logical well being, 1s esthetically undesirable. The level of fluoride 
concentration in drinking water which is associated with the appear- 
ance of mottled enamel varies with individual susceptibility and with 
the amount of water consumed. The upper level of safety has been 
reached in the northern part of the United States in domestic water 
supplies containing approximately 1.0 to 1.5 parts per million fluorine, 
in the southern part of the country approximately 0.7 parts per mil- 
lion. There is no reason to believe that prolonged ingestion of drink- 
ing water with a mean concentration below the level causing mottled 
enamel will have an adverse physiological effect. Progress reports in 
several communities in which sodium fluoride has been added to the 
water supplies of low fluoride content indicate that this procedure 
will reduce the caries attack rate in children. There is evidence to 
suggest that it will confer an appreciable measure of protection of 
teeth of adults. 

In view of these considerations, your committee recommends that 
any community which includes a child population of sufficient size, 
and which obtains its water supply from sources which are free from 
or are extremely low in fluorides, should consider the practicability 
and economic feasibility of adjusting the concentration to optimal 
levels. This adjustment should be in accord with the climatie factors 
and a constant chemical control should be maintained. With proper 
safeguards, this procedure appears to be harmless. However, it 
should be conducted under expert dental and engineering supervision 
by the State board of health. It should not be undertaken unless this 
can be provided. How much reduction in the prevalence of caries 
will actually be realized in a particular community will vary aecord- 
ing to local conditions. The procedure will supplement but not sup- 
plant other dental health measures. About one-half of the population 
of this country is living in small villages and rural areas and will not 
benefit by fluoridation of public water supplies. Other provisions 
for preventing dental caries in this fraction of population should be 
continued and developed. 
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The Crarrman. Any questions, Mr. Kleinfeld ? 

Mr. Kierreitp. Dr. Heyroth, were you here this morning when I 
referred to the arth le in the January 1952 issue of the American 
Journal of Public Health ? 

Dr. Heyrorn. I think I was but I am not sure it is the same one or 
not. 

Mr. Kvetnreip. I would like to get your opinion on one or two state- 
ments here to see whether you agree or not. The first one is on page 
16, and I quote : 


Most of the more recent articles emphasize the fact that sodium fluoride and 
sodium fluosilicate can be used interchangeably so far as the engineering aspects 
are concerned, giving no mention of the caries-reducing ability of the different 
compounds The very ot 
net compounds other than sodium fluoride will satisfactorily reduce human 
dental decay. If the only consideration in choosing a compound were its ability 
to furnish fluoride ions, then so far as the reagents suitable for use in public 
water supplies are concerned, almost any fluoride compound would probably 
suffice. This is implied in MceClure’s data. Using the fluoride compounds topi 
cally, this rationale is not correct, for when various fluorides are highly concen 
trated as they must be for use in conventional topical procedures, the ionization 
of the different salts is variable and certainly it is not complete Thus, equiva- 
lents of fluoride ions may not be available. 


vious consideration in all these studies is whether or 


Do vou agree with that. sir? 

Dr. Heyrorn. I think that is true, ves. I don’t think that topical 
applications have great pertinence to the question of fluoridation of the 
water, 

Mr. KLEINFELD That is right. I have another par graph here 
which | think is not cline ted to topical appli ation, Let me read if. I 
think it may be of some length but it is rather significant. 

McClure compared the metabolic availability of fluorine as sodium fluoride and 
sodium fluosilicate by means of fluorine uptake in rat femurs and concluded 
that both of these fluoride compounds furnish similar amounts of the fluoride ion. 
No mention was made of their respective ability to reduce experimental decay. 
However, McClure commented on this subject by stating, “As additional data 


are obtained, particularly with reference to dental caries effects, conclusions 
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may be warranted regarding the possibility of substituting sodium fluosilicate 
for sodium fluoride, as a water fluoridating agent. The data accumulated thus 
far, however, do not justify any commitments in this regard.” 

Even though the evidence were available indicating caries reduction similar 
to that obtained with sodium fluoride, the results would not be indicative of what 
effect sodium silicofluoride might have in reducing caries in a developing tooth. 
In addition to this, Muhler, Nebergall, and Day have shown that some compounds 
reduce the incidence of decay in rats much more than sodium fluoride, yet the 
amount of fluorine deposited in the femurs is only one-third to one-half as much. 
It appears then, that other criteria besides the amount of fluorine available by 
analysis should be considered when evaluating new fluoride compounds. 

What is your comment on that, Doctor? 

Dr. Herroru. When was that published ? 

Mr. Kuernrero. Well, the article appears in the January 1952 issue 
of the American Journal of Public Health and the Nation’s Health. 

Dr. Herrorn. I believe there is a subsequent article written sub- 
sequently by McClure himself that has appeared in the Public Health 
reports. At least he told me that on the phone, and be believes now 
that the silico-fluoride does cause some caries inhibition in rats. How- 
ever, I may not be quite correct in that statement. It is the impression 
he gave me. 

Mr. Kueryreitp. The reason I ask, Doctor, is that it is the under- 
standing of this committee that the District of Columbia, which is to 
fluoridate its water supply within the next few months, intends to use 
sodium silico-fluoride. Apparently from this article which appears 
in the January 1952 issue—— 

Mr. Heyrorn. Is that by Day? 

Mr. Kurrwrevp. This is by C. L. Howell, L. E. Burney, Harry G. 
Day, and Joseph C. Muhler. 

Dr. Heyrotn. Yes. 

Mr. Kreinrevp. Are they qualified people, do you know, Doctor? 

Dr. Herrorn. Yes. That is, Day is a biochemist. The others, I 
take it, are students. 

Mr. Kuiervrecp. Burney is an M. D., M. P. H., F. A. P. H. A. 

Dr. Herrorn. I have met Day. 

Mr. Kieryrevp. Day isan Se. D. Howell and Muhler have aD. D.S 

So that the conclusion of these people in what seems to be a very 
recent article, January 1952, appears to be that you cannot say that the 
effects of sodium silico-fluoride in reducing the incidence of dental 
decay will necessarily be the same as the effects of sodium fluoride. 

Dr. Heyrrorn. I think you are in the same situation there we were 
in when we started sodium-fluoride experiments at Newburgh and 
elsewhere: We didn’t know sodium fluoride would do it at that time. 
That is why we started the experiments. 

Mr. Kuernretp. We don’t know whether sodium silico-fluoride will 
do it, do we? 

Dr. Heyrorn. So there should be similar experiments on children, 
on man, on the human. However, the evidence McClure is getting 
now seems to indicate it, and there is no theoretical reason why that 

shouldn't be the case. 

Mr. Kuirrnrevp. Do you know whether that is published anywhere? 

Dr. Heyrotrn? What? 

Mr. Kuernreip. McClure’s work. 

Dr. Heyrorn. I think in the Public Health a since the first 
of the year. I can’t give you the exact reference. T think I am cor- 


rect in that. 
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(The reference supplied subsequently is Zipkin, I., and McClure, F. 
J., Public Health Reports, 66: 1523 (1951).) 

Mr. Kuernrecp. | see. This article refers to the May 1951, issue 
of Nutrition Reviews, which says in part this, and I quote: 

On the basis of present knowledge, it would seem that use of any compound 
other than sodium fluoride for this purpose 
apparently the purpose of preventing or reducing the incidence of 
dental caries— 
should be considered experimental until demonstration of the availability of the 
fluorine in that compound has been made in satisfactory human experiments, 

That is, I think, what you just said. 

Dr. Herrorn. That is what I said, yes. 

Mr. Kvernrevp. Doctor, your report to the city of Cincinnati recom- 
mending and endorsing the fluoridation of the city’s water supply 
was issued on January 26, 1951¢ 

Dr. Heyrorn. I think so. There should be a date. 

Mr. Kiernreip. The copy I have here on the first page seems so to 
indicate. 

Dr. Herroru. Yes. 

Mr. Kiernretp. And the report of the ad hoc committee of the Na- 
tional Research Council on fluoridation of water supplies was made 
November 29, 1951, as I see it. 

Dr. Herrorn. Yes. 

Mr. Kuerrevp. Are you familiar, Doctor, with the meeting of the 
ad hoc committee of the National Research Council on fluoridation 
of water supplies held on April 10, 1951? 

Dr. Herroru. | was present. 

Mr. Kiernrerp. That was-held after you submitted your report to 
the city of Cincinnati, was it not / 

Dr. Herroru. Yes, but the material in this Cincinnati report was 
presented in the course of the deliberations. 

Mr. Kie1nrew. | see. 

There are a few questions here I would like to ask your opinion on, 
if you don’t mind. 

On page 2 it is stated—— 

Dr. Heyrorn. Is that the minutes? 

Mr. Kieinreitp. The minutes of the ad hoc committee, yes, sir. Do 
you have a copy ¢ 

Dr. Heyrorn. I think I have. 

Mr. Kierrevp. I will read it to you. 

The Cuarrman. How long will you be? 

Mr. Kiernretp. I have a few questions unless you want to put it in 
the record and adjourn. Whatever the committee wishes. 

The Cuamman. What is your opinion’ We are getting on here, 
it’s a little late now. How long will it take you, Mr. Kleinfeld ? 

Mr. Kieinretp. Perhaps 15 minutes. 

The Cuarmman. Can we put it in the record ¢ 

Mr. Kiernrevp. I think the committee agreed to put the report 
itself in the record. Maybe we could put these minutes in the record, 
too. 

The Cuamman. Then if you had any questions and the doctor does 
not object, we can make that part of the record later. 

Mr. Kuervrecp. Thank you. 
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Dr. Hevrorn. I should only add to that that any statements made 
in the minutes do not reflect the final deliberations and final conclu- 
sions, because the deliberations were all condensed to make a report 
somewhat like this | indicating], which was circulated among the mem- 
bers of the committee for their comment, and then alterations were 
made in the first one. 

The Cruamman,. Can we follow that same procedure and let Mr. 
Kleinfeld ask vou a few questions and you comment, and we will in- 
clude it in the record? Is that all right ¢ 

Mr. Kiemrevp. In the meanwhile we will put them all in. 

The Cuatrrman. Mr. Jones. 

Mr. Jones. You say these minutes as published there were just a 
condensation of what took place / 

Dr. Hevrorn. Those were the minutes taken by the secretary. 

Mr. Jones. I see. 

Dr. Herrorm. At the time of the meeting. 

Mr. Jones. What did you say about—— 

Dr. Heyvroru. How complete or incomplete, 1 have no way of 
knowing. 

Mr. Jones. You said that did not refleet—— 

Dr. Herrorm. It is not final. The final action was not taken at the 
meeting. The final action was to condense what was said at the meet- 
ing into a report which could be presented. That was written and 
sent to all the members. 

Mr. Jones. In other words, this report would reflect the final 
action / 

Dr. Heyvroru. That is the final action, ves. 

Mr. Jones. If that is the final action, I do not see any need of putting 
the minutes in the record. 

Mr. Kuervrecp. Whatever the committee wishes. 

Mr. Jones. What is your purpose of putting the minutes in? 

Mr. Kirinrecp. I do not want to put them in. I would rather ask 
Dr. Heyroth a few questions if we have the time, concerning certain 
questions raised by various people at that meeting. 

The Cuarrman. I do not want to impose on the committee or the 
reporter. 

Mr. Kieiretp. Certain doubts were raised there and it may well 
he they were resolved subsequently. 

The Cramman. Go right ahead. 

Mr. Kiernrecp. Do you want me to proceed ¢ 

The CHatrrMAN. Yes. 

Mr. Kuernretp. In these minutes, Doctor, a member of the ad hoe 
committee said— 
he could see no danger from direct effects of fluoridation, but he thought it 
important to watch for subtle changes. He asked if an attempt had been made 
to study these effects in cities with fluoridation of water supply. 

br. Heyroth said that such studies had not as yet been made. 


Now, subsequent to that meeting, have you concluded that such 
studies have been made? 

Dr. Herrorn. Not except those two I have mentioned—one at 
Bartlett, Tex., and the other by Hodges. 

But in the course of the discussion there, the matter of the industrial 
fluorosis was thoroughly discussed, and that member was convinced 
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by that, 1 am sure, because he agreed and signed the report, you see, 


later on. 

Mr. Kuetvrecp. 1 mean when this statement was made in April 
1951, you said that such studies with respect to subtle changes in cities 
which were fluoridati a their water supply had not been made. 

Dr. Heyrrorn. I think that is true, ves, in the Newburgh and the 
other. Now I uw derstand from what Dr. Ast has said this morn ne 
that such studies are being made. 

Mr. Kueinrenp. On adults? 

Dr. Hevroru. On adults, no. 

Mr. Kurinrevp. Page 5 of these minutes reports that a member of 
the ad hoc committee said— 
that on the basis of the evidence presented he saw lit danger in fluoridation, 
but would hesitate to recommend it universally at this time He added that he 
felt that further studies should be made. He emphasized that there should be 
a note of caution in the picture. 


; 


What further studies was this member discussing 4 

Dr. Heyrorn. He did not specify what he meant. Evidently, 
though, he has been satisfied since he agreed with the report, 

Mr. Kietnrerp. Do you know what particular data satisfied him 
subsequently ¢ 

Dr. Herroru. No. I don't. 

Mr. KLEINFELD Subsequently it is stated that another person pres- 
ent at the meetihg said that a large amount of study had been viven to 
this subject. He summarized as follows: 

1. There is good evidence of decrease in caries in both deciduous and perma 
nent teeth; 

2. There exists no definite evidence of clinical injury or intoxication as the 
consequence of use 

3. There are certain are: n Which difficulties not yet seen should be explored: 
(a) In the aged; (0) in individuals with renal involvement; (c) experime! 


tation in regions where individuals eat a creat deal of fish 


Do you know whether. subsequent to this suggestion. experiments 
were carried on anywhere in these categories / 

Dr. Heyvrorn. Dr. Ast mentioned this morning that some work on 
the renal phase of it was being done, still in progress, at Newburgh. 

Mr. Ku EINFELD. Was that not on children / 

Dr. Herrorn. In children. Iam not so sure about the aged. How 
ever, I think this is true: That acute nephritis, as it might be induced 
in animals by the administration of a poison such as uranium, will de- 
crease the ability of the animal to eliminate fluoride in the urine. 
That is true. 

That raises the question—is it possible that in chronic nephritis in 
man that might be the case ? 

We have in the medical literature the case of a young man who had 
an extreme kidney involvement. He wasinthe Army. He died at the 
age of 22. ; 

While he was in the hospital it was found, incidentally, that he had 
fluorosis, shown by X-rays. He did not have any bone impairment 
or anything of that sort. He died of kidney disease. 

A dye was administered to him and none whatever was excreted by 
the kidneys. That means this man was in an extreme state of kidney 
clisease. , 

He had lived most of his life in areas with very high content of 
fluorine. 
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That case is outlined in the Cincinnati report. Just because of that 
one case in the literature, I still feel that we need investigations of the 
ability of abnormal kidneys to excrete fluorides. 

However, this is true: A man with such a severe impairment is not 
apt to live for a length of time that would permit the accumulation of 
sufficient fluoride in the bone to cause damage, and he would be treated 
by a physician, and the physician could state that he should not be 
given water with fluoride in it; just as in certain cases of kidney 
disease the physician says that a man should not take salt, no sodium 
in his diet. 

We are dealing there with abnormal people, and we can’t make 
general regulations that would apply to every case. > 

We don’t prohibit sugar because some people can’t take it because 
of diabetes and so on. We have got to look at the general welfare in 
an over-all picture. 

Mr. Kuernrexp. Is it not true, Doctor, that you can live without 
sugar and, I suppose, without sodium chloride or salt, but you have 
got to have water ¢ 

Dr. Herrorn. That is right. 

Mr. Kietrevp. So if a person in the District of Columbia is suf- 
fering from kidney trouble, I think your advice would be not to drink 
water. 

Dr. Herroru. No, the advice would be to drink some water that 
comes from a mineral spring that is free from fluoride, which could 
be done. 

This man is very sick, you see, and that is a prescription for him. 

Mr. Kuernrecp. That is what he would have to do—he would have 
to get his water privately elsewhere / 

Dr. Herroru. He would if it can be established that he is going to 
be sick for the rest of his life, which I doubt very much. He is either 
going to improve his kidney function and then that question is no 
longer pertinent, or else he is going to die, and then it is no longer 
pertinent. 

Mr. Kierreip. Doctor, in your report to the city of Cincinnati 
dated January 26, 1951, on page 8, you say this: 

About 1946, workers of the United States Public Health Service expressed the 
opinion that iluoridation should not be undertaken until epidemiological data 
comparable in reliability to those secured in regard to the incidence of caries 
and mottled enamel had been obtained on the health of old people who had 
lived for long periods in areas of known high and low fluoride concentrations in 
the drinking water. Unfortunately, such data have not been provided, except 
to a very limited extent. 

Is it not important that such data be provided / 

Dr. Heyrorn. I think it is. I put it in this report for the purpose 
of stimulating that sort of work. 

Mr. Kiervretp. But you did recommend fluoridation ? 

Dr. Herroru. Yes, I did recommend fluoridation. 

You see there we have a calculated risk. Whenever one has to make 
any decision of this sort—shall we or shall we not put fluorides in 
water—we have to see what is the risk on both sides. If we put it in, 
I think the risk of doing any systemic damage to the aged and so on 
is very, very remote. If we leave it out, we know what the risk is in 
regard to the dental caries that we are not going to eliminate in 
children. 
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Mr. KuerNrewp. I have no further questions. 

The CHarmman. Mr. Jones? 

Mr. Jones. No further questions. 

The CHarrkMan. Doctor, I suppose I could ask you more questions, 

. ° . . yt 
but we do not plan any further hearings at this time. I do not say 
that there may not be additional meetings of this committee. I mean 
public meetings. From the inception of the committee, after our or- 
ganization meeting, every meeting has been open to the public, and 
we have attempted to have testimony before this committee from men 
of reputation and those who are recognized in their field. 

However, we have received a great quantity of correspondence from 
the public at large, and we try to check up. 

I think on behalf of the people who wrote in I should read one letter 
without mentioning the name of the writer, to show the concern of 
some people and perhaps ask a question or two of you. Maybe you 
can clarify the situation. 

This is a typical letter but it goes into somewhat more detail : 

It has recently come to my attention that the District of Columbia water sys- 
tem, acting upon the advice of certain dental and medical sources and with the 
approval of the United States Public Health Service, proposes to add fluorine 
to the District water supply starting sometime during the month of April. This 
procedure, if it is undertaken. will so seriously affect the health and well being 
of the residents of the District of Columbia that I strongly urge you to exert 
your influence in delaying the innovation until all of the facts against the pro- 
cedure can be ascertained 

I am a biochemist and physiologist and for many years have maintained my 
own biochemical research laboratories in New York and Washington. 

About 12 years ago, while engaged in cancer research and experimentation in 
my New York laboratories, I discovered that two of the halogen group of chem 
icals, namely, iodine and fluorine, had considerable effect in the cancer process 
I discovered that icdine is highly beneficial in combatting some forms of cancer, 
and that fluorine is very definitely and positively a procancerous material which 
promotes and speeds up all forms of cancer. I then conducted an exhaustive 
series of tests and experiments with fluorine to determine its effect on the hnman 
body and on foodstuffs 

If there is any further information I can give you or your committee on the 
effects of fluorine and the advisability of its use in the water supply of the 
District of Columbia, I will be most glad to do so. 

Now. upon receipt of this vesterday | called counsel. who contacted 
this gentleman. We discovered that he had apparently done a great 
deal of work, and while he had not written any papers, nor did he have 
any degrees, he seemed to have a lot of material and had spent a great 
deal of time on this, but for that reason I did not call him as a witness. 
I did not think it advisable. 

But he raised some questions. Is there any comment you can made 
upon this statement of an ordinary citizen? He says, “Fluorine is 
definitely and positively a procancerous material which promotes and 
speeds up.” 

From your experience have you found that to be a fact, or have you 
any knowledge on that subject ? 

Dr. Heyrorn. The only thing I could say about that is that in the 
many papers on animal experimentation there have been no com- 
ments made about the production of any cancers as a result of the ad- 
ministration of fluorine in the diet. 

Phe Cuatrman. Well, this man writes several things. I say I would 
have called him, but it has been the policy to take only those who are 
accepted somewhat as authorities. 
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He goes on to the question of teeth. Now he says: 


Fluorine in the drinking water over a period of time, the period will be long 
or short in proportion to the age of the individual, and the condition of the heart 
muscles, can produce high blood pressure as fluorine acts as a constrictor on the 
lining of the arteries and blood vessels. This can produce a serious condition in 
persons who already have weak hearts. 

Could you comment on that ? 

Dr. Herroru. I know of no evidence in favor of that statement. 
The examination of workmen who have been exposed for years had 
give: no indication that that is the case. 

The Cuairman. Then he goes on to say, and I am only quoting 
part: 

Perhaps the most characteristic feature of cancer from a biochemical stand- 
point is the definite deficiency in the respiration of cancer cells. Faster growing 
cancer cells show a greater respiratory deficiency than do the slower growing 
cells. Fluorine inhibits respiration in the cancer cell (probably in all other cells 
of the body) and thereby speeds up the cancer process. This fact was proved 
conclusively by an exhaustive series of tests | made in my cancer research 
laboratory some years ago. 

Dr. Herroru. That last statement is true when one deals with high 
concentrations of fluoride. It does inhibit certain of the oxidative 
enzymes, but it has no relation to cancer. In those concentrations it 
has nothing to do with the concentrations that are used in the fluorida- 
tion of water. I can’t believe that is pertinent. 

I have seen some vital statistics which may or may not be admissible. 
I believe Dr. Miller did not prefer that type of evidence. 

San Francisco has no fluoride in the water, and the cancer death 
rate there is practically the same, within statistical variation, as the 
cancer death rate at Denver, which has 1.2 parts per million. 

The Craimman. He then says, and here is a definite statement : 

Sodium fluoride destroys vitamin C and most of the members of vitamin D 
complex. 

Can you tell us something about that ? 

Dr. Heyroru. I don’t beheve that is the case, but I have no evidence. 

The Cuarrman. Is there any way that you could help this commit- 
tee through your association in determining this / 

Dr. Heyroru. One can’t answer that sort of a statement unless one 
sees the evidence which he has amassed in favor of it. Otherwise it 
is merely a flat s.atement which may or may not be true. 

The Cuarrman. That is why I did not call him to make this gentle- 
man’s testimony part of the record. This is one of the hundreds of 
letters that the committee and myself have received over the period of 
the last month or two on the subject, and these people seem to be con- 
cerned. For that reason we took every wwalbade authority that we 
could find, accepted authority, and asked them to testify at great 
length before this committee. I do not know what we can add to what 
has already been testified to over the period of weeks, particularly 
on this subject. We have called those who are available and recog- 
nized as an authority or have done any research work in the fluorida- 
tion of water. 

That is why I say we will keep the possibility of further meetings 
open. Presently no further hearings are scheduled, and none are 
anticipated in the very immediate future. However, the committee 
will now go into executive session from this point on. 
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have less than 4.0 to 5.0 p. p. m. (7). However, more than 1 million persons in 
500 communities use water with more than 1.5 p. p. in., according to Faber (5). 
A limited number of analyses of Ohio waters have indicated that in 29 commu- 
nities, including Kent and Lima, there were 1.0 to 2.0 p. p. m. in the water; in 
17 there were 2.0 to 3.0 p. p. m.; and in 3 near Toledo there were 3.0 to 4.0 p. p. m. 
(9) Very large amounts have been reported in South African waters, many 
samples containing over 20 p. p. m., the highest reported value being 53 p. p. m. 
(>) 

A normal human diet supplies from 0.3 to 0.5 meg. of fluoride daily, most foud- 
stufls containing about 1 p. p. m. (0.3 to 1.7), although a few, as sardines and 
tea, contain considerably larger amounts (7) Vevetables and cereals grown in 
endemic areas have no more than those grown in areas where the water is nearly 


free from tlneride (4). The fluoride in foods is much less important, generally, 
than that in water in the production of mottled enamel. There is, however, one 
inter ing exception to this statement, and others may be found later. Mild 
mottling occurs among the natives of the island of Tristan Da Cunha despite the 
fact that the water contains but little fluoride, the chief source being the marine 
fish which form a large part of their diet (10) 

In addition to the evidence from animal experimentation and from epidemio 
logical surveys, further confirmation of the causative role of fluoride in mottled 
enamel has been furnished by the results obtained when certain communities in 
which the condition had been endemic changed their water supplies to one free 
from tlneride (3) Liven before the cause was known, Oukiey, Idaho made the 
change from a warm to a cold spring because one family free from the condition 
hiavcl nh using the latter. The result was that after a period of 8 to 10 years, 
motiied enamel ceased to appear. Bauxite, Arkansas, made a similar change 


with a like result when it Was feund that its water contained 14 p. p. in. 


B. The Caries-fluoride relation 

For some time it was assumed that mottled enamel, a recognized cosmetic 
problem, was associated with other types of harm to the teeth. It was asserted 
(4) that caries was particularly bad at St. David, where the water had 3 to 7 
p. p m., all of the population over 21 having caries, and 50 percent of those 
over 24 wearing plates. On the other hand, as early as 1916, Black and McKay 
gained the impression that mottled teeth were less subject to caries than normal 
ones, although they believed that caries, once it started in such teeth spread 
rapidly (11). The impression that caries was less prevalent in mottled teeth 
was borne out by observations (12) in Japan, in the Argentine Republic, in 
Arkansas at Bauxite, in Idaho, and in Arizona at the Pima Indian School. 
Beginning sbout 1938, Trendley Dean of the United States Public Health 
Service began a systematic epidemiologic study of the question, and Cox 
approached it by animal experimentation. The results definitely showed thut 
the incidence of caries is reduced when the water supply contains an adequate 
concentration of fluoride. In South Dakota (12), in regions where mottled 
enainel was generally prevalent, the caries rate was 201 per 100 children, in 
areas where its incidence was uneven and sporadic, the caries rate was 314, and 
where there was no mottled enamel, the caries rate was 415. In seven Wisconsin 
cities supplied with water containing almost no fluoride, the caries rate was 
two to three times that at Green Bay, where the water had 2.3 p. p.m. In the 
latter city, the rate in permanent teeth was 282 per 100 children, whereas in 
Sheboyzan where the water had no fluoride, it was 854. 

The ingestion of quantities of fluoride insufficient to canse cosmetic damage is 
capable of conferring resistance to caries. Galesburg, Illinois, with 1.9 p. p. m., 
in its water supply, had only one-third the caries rate of Quincy, Llinois, a town 
with the saine climate, but with a water supply that contained only 0.2 p. p. m. 
\ similar difference was found in the caries rates in 2 towns situated 2 miles 
apart in the Chicago area. Oak Park with no fluoride in its water had three 
times the caries rate of Maywood, with 1.4 p. p. m. 

Waters with greater concentrations of thuoride confer little additional benefit. 
The results at Green Bay with 2.5 p. p. m. were no better than those at Kimberley 
With 1.2 p. p. m 

In a further attempt to make more precise the quantitative relationships, 
Dean (2) determined the indices of mottling in 21 towns with progressively in 
creasing quantities of fuoride in their water over the range of 0.0 to 14.1 p. p. m. 
The indices of mottling ranged from 0.01 to a maximum of 3.4, the latter being 
indicative of a serious degree of damage in the entire susceptible population. 
When plotted against the fluoride content of the water, the values fell consistently 
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along a smooth S-shaped curve. In 1941-42, Dean extended his observations on 
caries to include 7,257 12- to 14-year-old white children in 21 cities in Illinois, 
Indiana, Colorado, and Ohio, and found a rate of 767 in those living in low 
fluoride areas (0.0 to 0.2 p. p.m.) and 275 in those living where the water con 
tained more than 1 p. p. m., a difference of 3 to 1. On the proximal surfaces of 
the four superior permanent incisors, the difference was 9 to 1. In 11 cities with 
less than 0.5 p. p. m., the caries rate Was more than 700; in 3 with from 0.5 to 0.9 
it was more than 400 1 4 with 1.0 to 1.4, it was 300, and in 3 with more than 
1.4 it was 250. When the rates in the 21 cities were plotted against the fluoride 
content a smooth curve was obtained, the rates decreasing from 1037 in Michigan 
City with 0.1 p. p. m. to 236 in Galesburg with 1.9 p. p. m. When the curves 


for the incidence of mottled enamel and of caries are considered together, it is 
readily apparent that oncentration of 1.0 p. p. m. gives a strikingly low inci 
dence of caries th only sporadic Cases of the mildest type of mottling 

Further indication the validity of the caries-fluoride relationship came 
quickly from other | s of the world, notably England (15 India, and South 
Africa (14 In tl tter area, Ockerse found that the caries rate was 60 pel 
ent in children witl tled enamel and only 29 percent in those w it 
ondition 

Additional conf on has me from animal experimentation Caries is 
produced in rats h difficulty and only by the use of a coarse diet Its nature 
differs from that of ! ries in that it allects iefly the ars and is in 
part due to th rol i I [ fractures Des] e these difficulties t has een 
d nstrated (1 { presence of sufficient quantities of fluoride in the diet 
of ra educes i rious lesions, but the evidence from th irce 
is less clear-cut thar at from epidemiological surveys on tian 

The epidemiological evidence led to the suggestion that fluoride be added to 
Waters in which insufficient amounts are presen Before this could be recom 
mended, some investigators regarded it as necessary to show that the addition 
to water of a comme ally available inorganic fluoride would confer the same 
beneficial results as does naturally occurring fluoride fo prove this, experi 
ments to learn the effects of artificial fluoridation were undertaken at Grand 
Rapids, Mich.; Newburgh, N. \ Sheboygan, Wis.; Midland, Mich.; and Brant 
ford, Ontaris In several of these cases, a nearby city roughly comparable as to 
size and economic status and with a similar water supply was used as a control 
\ considerable number of localities are adding fluoride to their water supply 
nonexperimentally n most instances, the fluoride is added in the form of the 


sodium salt In Madison, Wis., a solution of hydrogen fluoride is used, and 
some cities propose » use sodium fluosilicate or hydrofluosilicic acid 

In general, the results reported to date have been favorable It is still too 
early for the maximum benefits to be appraised, since none of the experiments was 
begun until 1945, and at least S years must elapse before a final evaluation can 


e made. Some of the data indicate that some benefit may have been found in 
groups of persons who were not subjected to the fluoride-containing water until 
after their first molars had erupted (15). Once the benefits of fluoridation have 
heen secured, they appear to be permanent even though the person may migrate 


to an area where the water is deficient in fluorides (16 
No claims are made that fluoridation will completely eradicate caries, and no 


therapeuti Value n respect to established caries is alleged Other factors, as 
familial susceptibility, doubtless play a role. Despite a considerable amount of 
inimal experimentatio t cannot be said that the mechanism by which fluoride 


in water inhibits the onset of caries is understood 
Authorities respons e for the health of communities might be regarded as 


negligent if they failed to take the necessary steps to provide their communities 
with water that contains the optimum amount of fluoride for dental health. On 
the other hand, the vould be equally open to criticism did they fail to investi 


gate carefully the possibility that by altering the fluoride content of the wate 
they might inadvertently aifect the general health of the public because of some 
hitherto unsuspected deleterious effect of fluorides on parts of the body other than 
the teeth. It is, therefore, necessary to examine Carefully the evidence pertain 
ng to the toxicity of fluorides 


Il. THE TOXICITY OF FLUORIDES 


The poisonous nature of sodium fluoride is a matter of common knowledge, 
since it is widely used as a roach poison. A few years ago in Pittsbureh, 
powdered sodium fluoride was accidentally used in place of baking powder in 
the kitchen of a large dining room with the result that 52 persons became ill and 
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11 of them died (17). However, the acute toxic effects of fluorides have little, 
if any, bearing upon the hazards associated with the presence of fluoride to 
the extent of 1 p. p. m. in drinking water, and any hazards that may arise from 
the fluoridation of water will be those that result from the cumulative action 
of fluorides. 

That a form of chronic systemic intoxication by fluoride (fluorosis) exists 
was demonstrated by the occurrence in Morocco of a disease of animals known 
as durmous, an affection of the teeth and mandibles of sheep and cattle, pastured 
on soil contaminated by dusts of phosphate deposits that were high in fluoride 
content (18). In voleanic regions of Iceland the disease also occurs and is 
there known as gaddur. In a more severe form, the condition has also occurred 
among animals in the vicinity of plants manufacturing superphosphate fertilizers 
or reducing aluminum from its ores. In some instances the condition simulates 
osteomalacia, and has been called fluorine cachexia. Mr. Largent of the Ketter- 
ne Luboratory has investigated a case in which cattle had been exposed for 
> to 9 years Their gait was stiff-leeged, their hock joints were swollen, and 
lumps were palpable on the metatarsals, metacarpals, and ribs. Their teeth 
were irregularly worn, and their milk output was deficient. That they had stored 
evcessive amounts of fluoride was demonstrated by the fact that 6 months after 
removal from the area one of the cows continued to excrete daily amounts of 
fluoride greatly in excess of those ingested in the diet. 

In order to learn something of the quantitive relationship between the daily 
intake, its duration, and the development of signs of poisoning, a great many 
experiments have been performed in which various fluoride-containing com- 
pounds have been incorporated at various levels in the diet of animals of 
several species. It is unnecessary to record here the detailed results of each 
of these. Dependent upon the level of the dietary intake experimental animals 
have shown various types of response. 

At levels above 0.09 percent of fluoride in the diet, rats die after a few days 
ga period of inanition characterized by lethargy and 


to a few months, following 
weakness. When the food contains lesser amounts, but more than 0.03 per- 
cent, an unhealthy appearance with lessened appetite and growth is usually 


noted. Levels greater than about 0.011 to 0.028 percent cause some inhibition 
of growth, the effect increasing rapidly with increasing fluoride content in the 
food 

Only at levels of dosage (15 to 30 me. of fluoride per ke. of body weicht of 
inimal per day) high enough to produce impairment of crowth have histologi 
cal changes in the organs been reported by most who have searched for them 

Invested fluoride is stored chiefly in the bones and teeth. Little is stored 
in most of the soft tissues, with the possible exception of the thyroid gland. 

In the Kettering Laboratory, two litter-mate dogs were given 65 mg. of 
ftueride daily, one as sodium fluoride and the other as eryolite, over a period 
of 6) months. These amounts were equivalent to 3.2 to 4.1 mg. per kg. per 
d No skeletal abnormalities could be detected by X-ray examinations, 
nd no signs of illness appeared, except in the case of a third litter-mate which 
\ civen no fluoride. When the animals were killed no striking abnormalities 
could be found in their bones. Similar observations have been made by Biester, 
Greenwood, and Nelson (19). On the other hand, the bones of rabbits fed 
for 47 to 92 days on a diet that contained from 245 to 763 p. p. m., or, in some 
cases, 2.080 p. p. m. (equivalent to from 12 to 50 mg. per kg. of body weight 
per day) showed numerous small areas of abnormal porosity, along with 
placques on the mandible, ranging from wart-like exostoses to extensive general 
deposits (20). There was also a bulking of the mandibles with a bulge on the 
medial surface slightly below the margin of the molars. None of these changes 
could be detected by radiological examinations during life. The fluoride con- 
tent of these bones was about 17 times the normal value. 

Chronic fluorosis has also been found to occur among men exposed in in- 
(lustry to dusts containing large amounts of fluorides. While investigating the 
inciden of tuberculosis and silicos’s among Danish workers with crvolite, 
Moller and Gudjonsson (21) unexpectedly encountered an increased density 
in the X-rays of the bones of 30 of 78 of these men. The condition was studied 


is 


thoroughly by Roholm (22). Two cases are recorded in the United States 
medical literature, one being that a 58-vear old man who had been exposed 


for 3) years to sodium fluoride as a dust (23). The other was that of a man 
who had had 1S years of exposure to rock phosphate dust (24). The latter, 
Who was in a hospital because of luetic aortitis, had exhibited no arthritie 
symptoms, but careful examination revealed some slight limitation of motion 
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value at which harmful storage may be expected to begin. In 1940, McClure 
(29) was of the opinion that water containing from 3 to 16 parts per million 
could not be regarded as safe until further epidemiologic evidence had been 
provided. 

II. EVIDENCE BEARING ON THE SAFETY OF FLUORIDATION 


About 1946, workers of the United States Public Health Service expressed the 
opinion that fluoridation should not be undertaken until epidemiologic data 
comparable in reliability to those secured in regard to the incidence of caries 
and mottled enamel had been obtained on the health of old people who had lived 
for long periods in areas of known high and low fluoride concentrations in the 
drinking water. Unfortunately, such data have not been provided, except to a 
very limited extent. Hodges (30) found no X-ray evidence of fluorosis in 86 sub- 
jects ranging in age from 7.5 to 71 years who had been exposed, in some in- 
stances, so long as 61 years to the water of Kempton, IL, which contains from 
1.2 to 3 parts per million. He also examined 31 subjects who had had from 
1S to 68 years of exposure to the water of Bureau, IL, which contains 2.5 parts 
per million, and again found no generalized skeletal sclerosis. However, in 
testimony offered at the Food Residue Tolerance Hearings on Cryolite in 1944, 
Dean stated that a radiologic survey at Bartlett, Tex., where the water con- 
tains 8 parts per million, revealed an incidence of 11 percent of cases having 
increased bone density, but no impairment of function. This survey does not 
appear to have been published. 

McClure (7) found that the number of fractures reported by 1,450 high-school 
boys and by 1,700 draftees bore no relation to the fluoride content of the water 
of the areas in which they had lived. Furthermore, careful pediatric observa- 
tions, including X-ray studies, on the children in the Newburgh experiment have 
failed thus far to demonstrate any deviation from normal skeletal maturation 
and no increases in radiologic density (31). However, data obtained on children 
or young adults have little bearing upen the problem of chronic fluorosis in the 
aged. 

The incidence of kidney disease, at least in young men, does not appear to be 
greater in areas where the water has a moderately elevated fluoride content. In 
101 samples of the urine of young men living in areas in which the water had 
2.0 to 5.0 p. p. m., no more instances of occult blood, albumin or sugar were found 
than in 394 specimens from men living in areas with 0.0 to 0.3 p. p. m. (7). 

Studies of the metabolic fate and storage of ingested fluorides offer further 
evidence as to the safety of fluoridation. On the assumption that 1,200 to 
1,000 cc. of water represents the average daily intake of water in temperate 
climates, the daily intake of fluoride in water with 1 p. p. m. would be 1.2 to 1.6 
mg. Children up to the age of 12 might ingest 0.8 to 1.1 mg. When the water 
contains 4 to 5 p. p. m., the daily intake by adults might be 4.8 to 8.0 mg., or 
0.07 to 0.12 mg. per kg., and Biester, Greenwood, and Nelson (19) estimated that 
the intake in areas where the water contained 8 to 10 p. p. m. might be so much 
as 0.45 mg. per kg. It has been estimated that the affected Danish cryolite 
workers may bave ingested 25 to 30 mg. daily for long periods (22). 

From brief balance studies upon human subjects, McClure (7) was of the 
opinion that when the amount ingested daily does not exceed 4 or 5 mg., the 
excretion of thuoride in the urine and perspiration is great enough to prevent 
the storage of significant amounts in the skeletal tissues. However, the results 
of balance studies on human subjects in the Kettering Laboratory suggest that 
storage may begin at ® somewhat lower level than that found by McClure. That 
considerable storage occurred when 6 mg. in addition to that from dietary sources 
was ingested daily for 188 days was shown by the fact that during the succeeding 
11 weeks the excretions contained about 50 percent more than was ingested in 
the normal diet. The observations on one of the subjects indicated that during 
a period of 3 years more than 2 g. had been stored in his bones. Some of our 
more recent observations indicate that the efficiency with which fluoride is 
eliminated may increase when the ingestion of abnormal amounts is continued for 


long periods 
} 


Data on the urinary excretion of fluoride by exposed workers offer the most 
satisfactory evidence for the safety of fluoridation. Urinary concentrations 
associated with various degrees of fluorosis and those which appear to be safe 
may with some assurance be compared with those encountered among large 
groups of persons living in areas where the water contains known fluoride 
concentrations, 
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The urinary concentration found by Roholm (32) amone ecryolite 
workers was 16 p. p. m., the range being 2.4 to 43.4 p. p. m. in proportion to the 
severity Oo: exposure In our industrial surveys, questionable fluorosis was 
found in some men with urinary concentrations of 3.8 mg. per liter, but others 
with no signs of fluorosis gave an average concentration of 4.8 p. p. m rhe urine 


of men with moderate fluorosis had, on the average, 5.5 ing. per liter, while that 
of those with severe fluorosis averaged 6.8 mg. per liter 

McClure (7) made over 1.900 determinations of the urinary fluoride concen 
trations of high-school boys and draftees and found that when the water contained 
from 0.2 p. p.m. to 4.7 p. p.m. the urinary fluoride concentration closely approxi 


mated that in the drinking water numerically When the drinking water con 
tained less than 0.2 p. p. m., most of the urinary fluoride was derived from that 
contained in the diet No observations were made by McClure on persons living 


in areas with water that contained more than 4.7 p. p. m., but Machle (33) found 
some evidence that where the water contained 8.1 p. p. m., the urinary concentra 
tion tended to be 6.4 mg. per liter or somewhat less than that which would, have 
been predicted by extrapolation from MeClure’s data Prior to fluoridation of 
the water at Grand Rapids (0.1 p. p. m.), 264 samples of urine from 12-—17-vear 
old boys contained, on the average, 0.2 p. p.m. One month after fluoridation to 
fp. po m.. 315 samples contained 0.65 p. p. m. 

From these data it appears extremely unlikely that the presence of 1 p. p. m 
in water would give rise to urinary concentrations which have been associated 
with detectable changes of the bones in industrial workers 

Additional evidence is afforded by the results of fluoride determinations in the 
bones of a few persons known to have had chronic fluorosis According to Ro 
holm (23), normal human bones contain on the average 0.09 percent of fluoride 
(range 0.06 to 0.21 percent), while 2 of his cases of fluorosis had bones with 
0.65 to 0.72 percent. The long bones of the case of Wolff and Kerr (34), who had 
nondisabling fluorosis, contained 0.18 to 0.29 percent, while the ribs, sternum, 
and vertebra had from 0.56 to 0.70 percent. They concluded that the skeletal 
tolerance Was of the order of 0.2 to 0.3 percent of fluoride 

The complete retention of all of the fluoride ingested in the form of drinking 
water containing 1 p. p. m.—most of this would be excreted—would result in the 
storage of about 0.5 ¢. per vear, and in the course of SO years, the total amount 
stored might be 47g. This represents about 1.0 percent of the weight of a human 
skeleton, a value only 3 to 5 times the skeletal tolerance of 0.2 to O38 percent 
estimated from the data of Wolff and Korr. The crude calculation is in rough 
agreement with the other lines of evidence 

The question of the effect of water containing 1 p. p. m. upon patients with 
severe impairment of kidney function requires special consideration in view of 
the fact that radiologic evidence of chronic fluorosis has been found in 2 persons 
with severe kidney disease who died at the early ages of 22 and 23 years, respec 
tively It is very likely that the life expectancy of persons with a degree of fun 
tional impairment of the kidney great enough to increase significantly the rate 


of storage of fluoride would be too short for skeletal damage involving fun 


tional impairment to become manifest However, this question has not been 
adequately studied It is highly desirable that in a region where the water con 
tains 1 p. p. m., determinations of the ability of the kidney to excrete fuorides b 
made on large numbers of hospitalized patients with chronic kidney disease o 
various types and decrees of severity, and that the results be compared with 
those obtained upon healthy persons In any event, the risk that sue patients 
might be harmed by the fluoridation of water appears to be small in comparison 
with the dental benefit o be obtained. It should be possible for psysicians who 
have the care of patients with severe chronic kidnev disease to recommend the use 
of imported fluoride-free water should this be necessat 

In general, consider ! f the available evidence dicates that the k to the 
public health from fl ridation of the water is negligible Nevertheless t is 
desirable to consider by what means any harmful effects of fluoridation might be 
detected in the population asa whole before the manifestations of chronic fluorosis 
had progressed to a disabling degree Der lt exaninat ms among school chil 


dren would certainly reveal the occurrence of mottled e 
skeletal effects could be expected to become manifest 


migrated into the community after their enamel had 





fluorosis without exhibiting mottling is of little imp i 
were capable of so rite ne the if onld certainly cause 
Deets ith: ns ¢ the rinarv fluor on ritrsat ! ! a | ofa tew vours 
might serve as at idditional safeguard There is > e difference Fopimion as 
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changes would be detectable on the small films used in 


to whether early bony 
would, 


X-ray surveys for tuberculosis, hut the radiologists at the Health Center 
in all likelihood, be able to detect them on large films. 

The possibility that there may be other sources of fluoride than the water 
supply must be considered. Industries in which actual cases of disabling fluorosis 
have occurred do not exist in Cincinnati at present, although the lesser hazards 
encountered in magnesium founding and in the handling of sodium thuoride may 

ndustries possessed of such 


eXist to some extent. It seems incumbent upon 
exposure within currently 


hazards to eliminate them by bringing their fluoride 


accepted safe limits. 


Fruits and vegetables may be contaminated with residual fluoride dusts fol 
owing the use « fluoride-containing insecticides in orchards and fields. The 


control of such fruits and vegetables as may enter interstate commerce lies in 
the province of the United States Food and Drug Administration which in the 
near patible with the presence of 1 p. p. m. 
in the drinking water 

In cities Where fluoridation of the water has been introduced, there have been 
no complaints of significance from industrial users of the water, and no harm 
to lawns or plants has been seen. The taste of the water is unaffected. Insofar 
value of water used for purposes other than 


future will set a tolerance limit con 


as fluoride contributes nothing to the 
Iness is involved. It is perhaps for this reason 


drinking, an element of wastefu 
that the American Water Works . 


Association believes that the cost of thhoridation 
funds allocated by municipalities for the promotion of 


should be covered by 
health rather than be made a charge against 

Some have objected to fluoridation on the ground that if 
pean ow one, for no claims are 


the user 


represents ‘iInvolun- 


tary mass medication.” This term is not an 
made that fluoridation of water exerts any therapeutic action. It cannot bring 


about a repair of the damage wrought by caries. It mig “ht be called mass prophy- 


laxis, but even this is not an entirely suitable term since it might imply, to some 


minds at least, that some foreign substance is being added to the water. Actually 
al! that is proposed is that the concentration of a substance naturally present 
‘vel which has been demonstrated to be 


in the water supply be increased 
optimal for dental health 

rhe attorney general of the State of Michigan has given an opinion (G6) that, 
once authorities responsible for the public health have approved tluoridation, 
there would be no legal method by which an individual net injured by it, but 
As to liability, he states that it would 


nonsympathetie to it, could prevent it. { 
involve ne change in the responsibility of the tility Negligence in performing 
the fluoridation which results in damage nid have to be shown in order to 
establish ability hcithe under- or over-fluoridation might be construed as 
necligence 

Shou fluoridation be undertaken, adequate precautions should be taken to 


insure the safety of employees at the water works oaine may be engaged in the 


of the tluorides. The charging of the hoppers is a dusty operation, and 


! th nN tl 

while so engaged the operators should wear suitable toxic dust respirators. 
Du collectors consisting of bag filters operating under positive air pressure 
\ dl the ov de have been recommended. Some observations should be 


sul rn whether the contamination of the air in the neighborhood exceeds 
fe limits and, if so, methods for preventing it should be adopted 
Determinations of the fluoride content of the air in the Sheboygan plant during 

tual operation have revealed that the only place in which amounts in excess of 
those regarded as safe were found was in the breathing zone of the operator 
while emptying a barrel or sodium fluoride into the hopper. The urinary fluoride 
coneentrations of the operators were not significantly higher than those of un- 
xposed employees, 


MOTION 


I move that the board recommend to council that the water works be directed 
to adjust the fluoride content of the city water to that which is optimal for dental 
health, by the addition of a fluoride-containing compound of such nature and 
in such amount as the board may specify and in accordance with such procedures 


and with such analytical controls as may be prescribed by the board to insure 


the safety of the public and of the workmen engaged in the process 
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The CHarrMan. Mr. Kleinfeld. 
pies of \ few wer ivo the Manufacturing Chemists’ Association, 


wi ch 1 > trace . ition for the emical naustrv.,. recomme ded 


that several document e inserted in the record, which was done. 
They have no ed that an additional document, called “The MCA 
Approact to Propo Changes in Present Law.” be inserted into our 
record. 
I reco) unend nat it be done in conform 
The CuatrMan. | ow of no objection. 
Mr. Jones. I have no objection. 
Phe Cuatmrman. Without objection it is so ordered. 


Phe document referred to is as follows :) 


ty with the r suggestion. 
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Tue MCA APPROACH To PROPOSED CHANGES IN ’RESENT LAW 


The Manufacturing Chemists’ Association, Inc., after a detailed review of 
existing legislation and various proposals for new legislation relating to chem- 
icals in foods, has reached the following conclusions : 

1. Evisting legislation vests the Government with adequate authority over 
the use of chemical additives. In other words, the Government already possesses 
the means of obtaining adequate information and also possesses all of the rem- 
edies that are needed, in order to enable the Government to cope with any 
situation that may arise after a chemical additive has been placed in use. 

2. Evristing legislation is also adequate to assure that adrance information is 
supplied by industry to the Department of Agriculture, with respect to proposed 
new uses of pesticides. 

3. The one area where it can be argued that present law may need strengthen 
ing is in assuring that advance information is supplied by industry to the Food 
and Drug Administration, with respect to proposed new uses of chemical addi- 
tives.* 

4. As a matter of practice, both the food industry and the chemical industry 
today supply the Food and Drug Administration with a substantial volume of 
information, on a voluntary basis, with respect to proposed new uses of chemical 
additives. Speaking to this point in an address which he delivered on September 
19, 1951, Commissioner Crawford of the Food and Drug Administration said: 
“It would not be too much to require by law that all food producers live up to 
what is being voluntarily done by the conscientious majority.” 

5. Under the circumstances, the Manufacturing Chemists “Association recom 
mends that consideration be given to new legislation containing the following 
provisions: 

(a) On and after a given date (July 1, 1952, for example) there shall 
be no new use of any chemical additive in or on any food, until 60 days after 
a notice of such intended use has been filed with the Food and Drug Admin- 
istration. 

(b) The notice of intended use may be filed by either the chemical manu 
facturer or a food processor. 

(c) The notice of intended use shall report the applicable pharmacological 
and toxicological data available. The notice of intended use shall also 
report the known composition of the chemical additive, a method for the 
determination of how much of the chemical additive is in or on the food, 
and directions for the use of the chemical additive with respect to the 
specific food and the specific use that is proposed. 

(d) The notice of intended use shall be accompanied by samples of the 
chemical additive. 

(¢) Within the 60-day period between the filing of the notice of intended 
use and the date when actual use may begin, the Food and Drug Administra- 
tion may re vest the person or persons filing the notice of intended use to 
appear at its offices in Washington or elsewhere, for such conferences or 
discussions concerning the intended use as may be appropriate. 

6. Under this proposal, once the chemical additive has been placed in use, 
the Food and Drug Administration will be in a position, in those instances where 
circumstances so require, to exercise the authority it possesses under existing 
legislation as discussed in Section 1 above. 

7. In our considered judgment, based on 18 months of study by our Committee 
on Chemicals in Foods and on numerous consultations with representatives of 
the food industries, the suggestions set out above represent a fundamentally 
sound approach to this important problem We invite the constructive surges 
tions of governmentai agencies, the food industries, the public, and any other 
persons with a contribution to make in this vital and complex area. 


Mr. Kiemrevp. The last thing I have is a letter dated February 25, 
1952, from the General Federation of Women’s Clubs which recom- 
mends that pretesting legislation with respect to chemicals in foods be 
enacted. T suggest, if the committee concurs, this letter be made a 
part of the record. 


————_______—_ 


* As used in this proposal, and for the reasons outlined above in the discussion of pesti 
cides, the term “chemical additive’ does net include substances covered by the Federal 
Insecticide, Fungicide, and Rodenticide Act of 1947 
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The CuamrmMan. Without objection it is so ordered. 

Mr. Jones. If we start doing that, are we going to establish a policy 
of accepting letters from every organization that wants to express an 
opinion on what should be done without any more apparent basis 
than this club has? 

The CuarmMan, | would say “No.” Our practice has been to deny It, 
but I think the Federation of Women’s Clubs sent its representative 
here to testify and testified at some length and under cross-examina- 
tion, and under the circumstances I think they are entitled to express 
the opinion of the major ity of that organization. I believe that most 
everyone will recognize them as a reputable group of women who are 
try ing to do what they consider best for the health of the nation. 

Mr. Jones. I have no question about their intentions. There may 
be some doubt about their information. 

The Cuairman. This is not professional advice, it is merely a recom 
mendation; that is all. If you have objection, we will take it up with 
the committee. 

Mr. Jones. I would rather take it up with the committee. 

The Cuatrman. All right, we will reserve opinion on that and hold 
it in abevance until such time as the entire committee can meet. 

Is there anything else / 

Mr. Kieinre.p. I have nothing else, Mr. Chairman. 

The Cuarmman. All right, the committee will stand adjourned sub 
ject to the call of the Chair. 

(Whereupon, at 1 p. m., the committee recessed subject to the call 
of the Chair.) 

(The following statements were submitted for the record :) 
THOUGHTS oF LoviIs Scuwarrz, M. D., ON PRETESTING COSMETICS BEFORE DISTRI 

RUTION AND SuBMITTING SucH TesTING DATA FOR APPROVAL TO THE Foop AND 

Dave ADMINISTRATION 


Biography of Louis Schwartz, M. D., Washington, D. C.: Jefferson Medical College, M. D 


1905: Medical Director, United States Public Health Service, retired; adjunct clini 
professor, dermatolog) nd syphilology, New York University : assistant professor, derma 
tology and syphilology, Georgetown University ; coauthor of Cosmetics and Dermatitis 
consultant to members of the cosmetic industry ] 


I wish to preamble my remarks by stating that I feel highly honored to be asked 
to express my opinion before this congressional committee and that I feel deeply 
the responsibility which it places on me 

In my opinion cosmetics as a whole, as made in the United States, are safer 

7 


today than ever before. When it is considered that by far the large majority of 
people in the United States use cosmetics in one or more forms, the percentage 
of cases of dermatitis reported from them is almost infinitesimal and the percent 


ave of systemic poisoning or other bodily i jury outside of dermatitis is even less 


Face and body powders, creams, toilet soaps, dentifrice, shaving preparations 


and baby oils, which constitute a large part of the cosmetics used, are today 
practically innocuous 

Cases of irritation which may occur from their use are rare and are on an 
llergic basis 

By far the large majority of reported cases of dermatitis has been attributed 


to preparations used on the hair, preparations used on the lips, and preparations 
used on the nails 

The chief offenders among the hair preparations have been the hair dyes, hai 
wavers and straighteners, hair tonics, eyelash dyes, hair lacquers, and, recently 
hair shampoos 

Let us discuss brieth 


i damage reported from each of these hair preparations 
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The dermatitis from hair dyes has been attributed chiefly to the para dyes. 
The peak of the reported cases occurred in the early 1930's. Since 1937 very few 
cases have been reported. 

Recent statistics show that the incidence of reported cases of dermatitis from 
para containing hair dyes is about 1 to 80,000, whereas in the 1930's it was of 
the order of 1 to 10,000. This great reduction is in my opinion due to the purity of 
the paraphenylenediamine now used, to the greater care used in making the 
oxidizing solutions, to the lower content of ammonia now used, to the requirement 
of a predyeing skin test and to the power the Food and Drug Administration has 
to seize cosmetics which cause harm. 

Hair wavers, especially the cold wave and particularly the cold wave for home 
use, have been reported as causes of loss of hair, and there are two reports of 
systemic poisoning from their use. 

Most of the cases of dermatitis and hair loss reported from the cold wave 
occurred in the early days of its use. The hair loss was temporary and the 
report of one investigator of five cases of mild toxicity among beauty-parlor 
operators due to inhaling the fumes of the thioglycolates is open to question. The 
other report was a fatality due to the peculiar and unusual method of using 
ammonium sulfide as a hair waver. This chemical and method of waving has 
not been used since that time. 

Today the cold wave is widely used both at home and in the beauty shops 
and cases of dermatitis from it are rare indeed, and there have been no more 
reports of systemic poisoning. 

This is due to improved methods of manufacturing and the lower content of 
anmonium thioglycolate, lower alkalinity, and improvement in the technique 
of application 

What I said about hair wavers applies in a measure to hair straighteners 
mostly used by colored people, although some hair straighteners contain strong 
alkalis and resins 

There was one outbreak of dermatitis from a hair lacquer made during World 
War II by a small manufacturing concern. It could not obtain shellac which 
they formerly used and substituted a synthetic resin of the glyptal type containing 

leic anhydride They did no pretesting for possible skin irritation before 
selling it and the outbreak of dermatitis followed. The Public Health Service 
investigated and found the synthetic resin to be the cause, and it has not been 
used since then 

Shampoos haye but rarely been blamed for causing dermatitis, yet they consist 
hich can cause allerzic dermatitis. 
This because they remain on the scalp for a short time and in high dilution 

Recently two cases of corneal opacity have occurred from shampoos which acci 
dentally got into the eyes and which contained one of the new synthetic deter- 
cent No such cases had been reported before. Since the irritant properties of 
the synthetic detergents are not well known, in the future all shampoos contain- 
ing them should be tested for possible eye irritation before being sold to the public. 

Hair tenies have often been the canse of dermatitis. They may contain such 





of soaps and synthetic detergents, both of w 


well-known irritants as resorcin, canthraides tar, ete., which may well cause 
dermatitis and eve damage if any of the tonic accidentally gets into the eye. 
Yet hair tonies are widely used and the incidence of skin damage or eye irrita- 
tion is low 

Evelash dyes containing paraphenylenediamine were reported in 1936 to have 
caused eye damage. Asa result, the para dyes are no longer permitted in eyelash 
preparations and cases of eye irritation from eyelash preparations have not been 
reported since then. 

LIPSTICKS 

The use of lipstick in the past 20 years has become almost universal among 
women living in civilized countries. Yet the cases of cheilitis or dermatitis 
attributed to them are rare. 

The first case of cheilitis from lipstick in the United States was reported in 1985 
and was attributed to allergy to a synthetic perfume ingredient, methyl heptine 
carbonate. Later reports attributed the cheilitis to photosensitivity induced by 
the indelible fluorescent dyes belonging to the eosin croup, and one observer re- 
ported dermatitis from allergy to the metallic container of the lipstick. Since 
1940 reports of cheilitis from lipstick have been rare. Manufacturers now use 
dyes of higher grades of purity and pigment lakes which protect the lips from 
the rays of light. 
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Nail lacquers and na icquer bases have been reported to have caused allergic 
dermatitis. Here again if we consider the number of women using nail lacquers, 
the incidence of dermatitis rare and must be due to allergy to some ingredient 


of the nail lacquer 


vogue for about 15 years Sulzberger as early 


Nail lacquers have been in 





19387 reported hypersensitivity to nail polish. Reports of cases appeared in the 
iterature more freque! the peak being reached in 1940-41. The dermatitis ir 
most cases appeared e face, neck, and other part f the body which i 
habitually stroked by e fingers and most of the cases were attributed to allergy 
o the phenolic resi d the dye contained in the nail lacquer. From 1944 to 
LHS very few I ny ¢ es f dermatitis fror na acquetr ‘ eported In 
1SMS, the Was fl ‘ damace to the nails ft nil quer bases Ww h 
nm da phe ) re ithetic rubber, a plas Sel re solve 
Phe derma og hese cases ttribu e cause to allergy to the 
henol formaldehyde es Inquiry into the freque f eported cases 
showed an in ence l 61,000 packages sold ‘I $ See oO confirr 
Dermatitis h becy 11 n other cost fics ‘ owd 
su I rep I ev are e 4 es edic 
Dive icidence of ‘ : ething « imo é I oOpU 
s been es ited as l 0) to GO px in 1%4 e N 
Retail Dry Goods As ‘ ssed menmibe ; nd found 1) 110 
stores reported 45 tcl i SI n custo ~ he { ‘ 
» fabrics na ! store rey aml on Gl co nis ‘ : 
0 “ ‘ putes oO COS tr i e « mn aed ‘ 
at ire ea : ly Vv ¢ ‘ | eels to 
ar ‘ ) ‘ wut ire el j 1 ~ 4 ‘ ’ 
‘ l : | ries i in na + hes 
cts indicate to me : : d ‘ ‘ S ‘ is 
eT SUDSLi t ! ~4 
rhis int opinior 
-™. prese y 
rl care exe 
ae 
ye ‘ lire ( 
» The powes etics OSSt d Drug 
\dmil i I 
a i hve en ‘ } es « | 
boc 
i e ¢ Ve t 1M I 
nuta re ( \ y s y : 
~ qT | 7 ‘ ' 
} satolog e ‘ ‘ nee O este ‘ 
na te eve} e « ‘ ‘ r d 
found ns to st ad ‘ i Lye 
j Té \ ] ‘ he Tike ‘ ‘ or Hs ‘ if 
- rom f é ! { ‘ ( u ! he 
I . rhe, ‘ t - t ! : t | l 
! ‘ he pretesting ‘ I f rr ‘ ute 
ect 
Lhe ‘ if il Lies] f ! StISesS | 1 cy ‘ tf. i from 
tics occurs so infrequel Ss proof of f f est and the adequacy 
f the esent ws culati ile COS tics 
Nevertheless ft there wo es it mi ne ( anutfact ers 
ire nad mall 0 = ct lite s ol ii! £ l cs d chemi Lis I 
( ’ tions is Vy « I many ce N il ers ( qaeTvel l 
‘ ‘ leaf ‘ ’ ’ ws al a] , ' er safegu ‘ 
er e public H ‘ e test procedures were d ed by the law 
hen in my opinion I rers . th 
ed fi the re . y for llerg rea ( x ' eit 
. wily e vw) } ‘ P , +} ( oy ‘ , ‘ 7 














1800 CHEMICALS IN FOODS AND COSMETICS 


A MEMORANDUM ON THE DANGERS OF COSMETICS AND THE TESTING METHODS BY 
Wuicu Sucw DANGERS CAN Be ForETOLD 


By Adolph Rostenberg, Jr., M. D. 


[Biography of Adolph Rostenberg, Jr., M. D., University of Illinois, Chicago, Iil.: McGill 
University, M. D., 1931; practicing dermatologist, New York City, 1933-38 ; dermatologist, 
Food and Drug Administration, 1939-45; associate professor, dermatology, associate 
director, allergy unit, University of Illinois] 


It would seem that in order for the committee to be able to fulfill the functions 
for which it was set up, it would need to know the kinds of injuries arising from 
cosmetics, the extent to which these occur, the various classes of cosmetics, and 
the chemicals in them which are most prone to cause damage, and, finally, 
methods of testing by which such injuries can be foretold as well as the defects 
in such methods. Parenthetically, it might be stated the word “cosmetic” in 
this report is used in the dermatologic sense of the term, which is not identical 
with the way the word is defined in the F. D. C. Act. 

The types of injury can be classified into 

(1) Toxicologic reactions, acute or chronic 
2) Primary irritant reactions 

>) Sensitization reactions 
(4) Pyodermic reactions 
(5) Pigmentary reactions 


By a toxicologic reaction is meant a reaction which arises becatise of some 
quality inherent in the substance which will cause injury to the majority of 
persons adequately exposed. Such reactions can be acute or chronic. In the 
case of cosmetics, the acute ones are rather rare, but they have been reported. 
For example, some years ago there was a death following the use of a solution 
of the cold type in permanent waving. This solution contained ammoniacal 
sulfides and allegedly sufficient was absorbed so as to produce an acute sulf 
hemoglobinemia Actually, there was some argument as to the true cause of 
death in this case. This is not now too important, as the case is merely being 
cited as an example of a possible type of injury. Manifestations of chronic 
toxicity from the use of cosmetics are obviously more difficult to put one’s finger 
on because of their somewhat insidious characteristics. There is reasonably well 
documented evidence to show that paraphenylenediamine and its derivatives can 
cause a variety of toxic manifestations after protracted use. Some of the mani 
festations which have been reported are optic neuritis, various types of nerve 
injuries, and anemia from damage to the bone marrow. Mercury is another drug 
which is known to have cumulative effects. Cases are on record in which there 
was central nervous system damage from the long-continued use of freckle 
creams containing mercury. 

As to primary irritation, most cosmetics when used properly are self-evidently 
not primary irritants, but occasionally cosmetics such as eye lash and brow 
dyes, most of which contain ammoniacal silver salts, may cause a mild con 
junctivitis. Depilatories containing chemicals which attack keratin are of neces 
sity mildly primarily irritating inasmuch as the external layer of the skin as 
well as the hair will be affected 

Most of the reactions seen after the use of cosmetics arise because of the 
development of an allergic sensitization which is usually of the eczematous 
variety, but any kind can occur. While this is not the place to go into the theory 
of sensitizations, it would seem important that the committee have some under 
standing of the mechanisms involved inasmuch as this is one of the most difficult 
problems that they will have to consider. The factors influencing the develop 
ment of a sensitization can possibly best be illustrated by the following bit of 
algebraic symbolism : 

A*-G*2k=S 


A=the intrinsic allergenicity of the compound in question 


q=quantitative factors affecting the allergen 


tines 
G=the genetic make-up of the individual to whom the allergen is applied 
a=adventitious factors which happen to be operable at the time the individual 
meets the allergen 
means equals or exceeds 
k stands for some hypothetical constant 
S=clinical sensitization 
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The equation then indicates that the product of the intrinsic allergen city 
of the compound modified by quantitative factors and the genetic make-up 
of the host modified by adventitious factors must equal or exceed some hypo- 
thetical amount to yield evidence of sensitization. From this schematic repre 
septation it is obvious that when a strong sensitizer, say poison ivy, is en 
countered no particular genetic background is required. On the other hand, 
with a weak sensitizer such as timothy pollen, most people do not become 
sensitized unless they come from an appropriate genetic stock Before leav- 
ing this subject, it might not be amiss to state that the factors that determine 


whether or not a compound is likely to be highly allergenic are in a large 
measure unknown 

It should also be pointed out that while the term sensitization n this 
connection is primat elployed to designate an allergic sensitization, there 
ire other types of sensitization, such as photosensitizatiol Certain cosmetics, 
particularly perfumes hich contain oil of bergam« e likely to predispose 

the development f ti It is manifested by the development of a hyper 
pigmentation at the sit f the application of the perfume Phis type of re 
ction is known as a berlocque dermatitis 

The ternis pyodern reactior is used to desi e the d yinent of 

pyogenic infectior if le t« vhere a Cosmetic s applied « vhere a 
previous cosmetic reaction occurred (fertain cosmetics set { he 
development :.% : type of injury Specificall istringent antiperspirants 
apparently cond e | rd the development of folll ar bacteri intections 
probably by virtue of sealil organisms within the sweat ducts Skin that 
hus been the subje« of an allergic eczematous renactiol sat s less we able 
o withstand irious ordinary pathogenic micro-organisms 

Viementary reactions are uncommon and probably not to mportant rhe 
ong-continued us of mercurial-containing cosmetics may cause a cutaneous 


f metallic mercury in the 
skin A rarer example is the accidental dyeing of one part of the body from the 


discoloratiol which allegedly is due to the deposition ‘ 


colors in a cosmetic used elsewhere For example, some years ago the author 
ind Dr. Dan Dahle reported a case where a womans hair as dyed by virtue 
of the bleeding of a lake used in her face powder 

fy next point is the extent with which injuries occur It is obviously almost 


mpossible to give any figure on this inasmuch as the vast majority of such 
cases are not reported. It is possible that examination of the files of products 
liability insurance companies might give some information, but for a variety of 
that data gathered in this way would be too 





reasons tf 18 hot anti 
accurate 

Of all the cosmetics used, it is this writer's unqualified opinion that para 
phenvlenediamine and paratoluylenediamine and their minor modifications are 
far and away the most dangerous of all cosmetics. Of other cosmetics, nail cos 
es are ones that are fairly likely to cause reactions because of the develop 
ment of an allergic eczematous sensitization 

The final and most important point is a consideration of the means by which 


met 


reactions might be foretold In general, there are two major ways for such 
prophesving First is the use of some sort of test, other than actu:nl use, an 
mals or humans employing a relatively small sample. There are two inherent 





ulties with tests designed to foretell what harm, if any, will result from 
the widespread use of a certain cosmetic. The first is a biological difficulty, and 
the second a statistical one. The biological difficultV¥ urises because no test re 
capitulates exactly the actual conditions of use and hence the likelihood of 
reactions occurring under the conditions of the test and under conditions of 
actnal use are not necessarily the same. Even if by some means t biological 
dfficuity could be obviated, the statistical difficulty would remain. This is true 
for all biological experimentation. The following illustrates what is meant In 
the statistical problem. Suppose it was found that feeding a certain dose of a 


chemical to 10 rats produced liver damage in 2 of them Hiow many rats would 
he inj ired if the same dose were fed to 10.000" In other words s the true er 
centage of damage 2 percent, or did by chance the sample of 10 contain 2 rats 
that were unusually susceptible or 8 that were unusually hardy? The second 
method consists of actual use tests on a limited population. Th s eliminates the 
biologie difficulty but does not solve the statistical problem. It has the draw 
back that it exposes the individuals to the full damage whatever its nature may 


be. It is thus seen that the technique to be employed and the ability with which 
reactions can be predicted will depend on the type of reaction 


under consideration 
In the case of acute toxicologic reactions, short-term onimal studies utilizing 
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techniques which are well known to the pharmacologist should reveal ac- 
curately the likelihood of this manifestation. Chronic toxic reactions are more 
difficult to foretell, but, on the other hand, are not a too likely occurrence. 
Actually, the pharmacologist could probably make some prediction from the 
chemical nature of the compound as to the possibility of such occurring. How- 
ever, in the case of entirely new compounds the only test known to me would 
be rather long term animal experimentation. It should, of course, be realized 
that any test designed to predict the development of such eventualities must 
take into consideration the conditions of use for the cosmetic in question. For 
example, the intraperitoneal injection of a chemical might reveal that it had a 
chronic toxicity, but would that be relevant if the chemical were contained in a 
depilatory which was to be applied to the skin surface, say, once a month? On 
the other hand, if the intraperitoneal injection tests failed to show any chronic 


a reasonable assumption that the use of that same chemical 


toxicity it wou 
would not cause the development of a chronic intoxication. 


in a depilatory 
Tests for primary irritation are rather easy to devise, but, again, one must 


consider the proposed methods of use for the cosmetix For most purposes 1H 
standard closed patch tests done on people who presumably have had no previous 
exposure to the cosmetic in question s! ould suffice The Tests should he read 


at 24 hours and all should be negative The reason for suggesting that they 
be applied to persons who have not had previous exposure is to eliminate the 


possibility of sensitization reactions It should be realized that the degree 
of irritation engendered by mild primary irritants will vary greatly with the 
technic of testing used and with the environmental conditions at the time the 
tests are done A very illuminating and thorough study on these points was 
done by Holland et al. at the Army Hygiene Laboratory and reported under 


the title of “Prophetic Patch Test” in the Arch. Derm. and Syph. for April 
1950. It is strongly urged that the committee read this article in the original. 
It will be evident that for any uniformity in such testing so that comparisons 
between the results obtained by different workers can be made it is essential 
that the environmental conditions under which the tests are done be taken into 


deration. It is to be stressed that cosmetics when they are primary irri 
s will be mild ones and the results of testing with them are very likely to 
be influenced by the above factors On the other hand, it should be pointed 
out it testing under closed pute’es is m ib! ror ikelvy to provoke irri 
ition than is the « mtemplated use of the majority of cosmetics 
When it comes to tests which allegediv will predict the likelihood of the 
development of allergic sensitizations, we are j 1 very diffienlt and uncertain 
position It should be clearly realized that there is no absolute answer to this 
questio The only answer is a statistical probability This probability can 
theoretically be determined to any degree of accuracy desired, but from the 
practical side it should be realized that to determine this probability with anv 
high degree of acenracy requires very large samples I think for a better 
understanding of the statistical aspects of this problem the committee should 


aequaint themselves with two articles, namely: 
1. Henderson, C. R. and Riley, FE. C.: Certain Statistical Considerations in 
Patch Testing, J. Invest. Dermat. 6: 227, 1945 
Knudsen, L. F.: A Note on the Statistical Probabilities of Finding Hyper 
sensitive Subjects in Random Samples, J. Invest. Dermat. 6: 231, 1945 

For the purpose of predicting sensitization reactions, a technique that has 
had much publicity is the Schwartz-Peck prophetie patch-testing technic. This 
in brief consists of applying 200 patch tests and then repeating the tests on the 
same 200 individuals after an interval of about 3 weeks. If there are no positive 
reactions on the second application, it is judged that the article is safe for trial 
use. In view of the publicity and semiapproval that this technie has received, 
I should like to discuss it in a little detail. In line with my previous remarks, 
two questions are immediately apparent: (1) Biologically, how likely is this 
technic to sensitize? (2) Statistically, how much can one say from a sample 
of this size? In general, I believe it is safe to assert that the likelihood of 
ensitizing by this technic is far less than is the likelihood of sensitizing by using 
most cosmetics as they are recommended. It is probable that only the very 
strongest sensitizers would be pie ked up by this pro« edure. 

Even assuming that the technic were capable of causing sensitizations as 


reanrentiv as actual use and that there was no evidence of sensitization in 


» 


the 200 test snbjects what then could one say? According to Henderson and 
Ril all that one would be in a position to assert is that it is unlikely that 
the preduct when used on a very large sample wonld canse reactions in more 
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than 1% percent of the people to whom it was applied. In other words, the 
test is likely to give one a meaningless belief in the lack of the potential aller- 
genicity of the product in question. Again referring to Henderson and Riley, 
one would have to test 46,083 subjects and obtain no reactions in any of thom 
to assert at a $9-percent confidence level that if the product were used on an 
infinite population not more than 1 in 10,000 people would develop an allergic 
reaction to it. By a 99-percent confidence level is meant that the prediction that 
not more than 1 person in 10,000 would react would be wrong not more than 
1 time in 100. 

What methods can then be employed to predict the likelihood of an allergic 
sensitization developing? In view of the previous discussion it seems to me that 
the results obtained by any patch-test method that is practicable is meaningless 
in that it fails either to duplicate the conditions for the development of a sensiti- 
zation or statistically it fails to give one an estimate that has any real value. 
if then a product passes the test for primary irritation, I believe that in order 
to discover whether or not a sensitization is likely to occur resort must be had 
to supervised use tests. For these to have any meaning it is essential that they 
be done under strict medical supervision and accurate records kept I believe 
that the product should be used on a minimum of 100 people for a minimum 
period of 3 months during which time at least four applications of the cosmetic 
applied in its customary manner and at its customary intervals should be done. 
The subjects are, of course, to be closely inspected throughout the entire period 
for evidence of reaction. In the case of cetrain cosmetics, such as hair dyes, 
this procedure will have to be somewhat modified as the 3-month time period 
will not provide for four applications at the usual intervals. If the cosmetic 
passes this test without any evidence of sensitization developing it has at least 
cleared the biologic hurdle of not having produced sensitization under the con- 
templated conditions of use. However, statistically, there is not more informa- 
tion than with the same number of patch tests. It is therefore suggested that 
when the cosmetic passes the above it be given a further use test on, say, 
1,000 subjects, but that these need not be medically supervised, which would 
materially reduce the cost. In order that these tests have some meaning, it is 
suggested that the cosmetics which are sold or distributed during the unsuper- 
vised use test be required to bear a numbered card corresponding to a number 
on the packaged article. These cards would be filled out by the user, being 
dated at the time of distribution. The cards would furnish information as to 
the name and address of the user, the number of times the article had been 
employed, the intervals between applications and any reactions noted. It could 
be required that the manufacturer submit 1,000 such filled-in cards to the Food 
and Drug Administration. While it might be difficult to get consumer coopera- 
tion, it is felt this could be worked out in a number of ways: for example, a 
filled-out returned card could have a certain refund or discount value. 

To sum up then, it is realized that all tests designed to foretell the likelihood 
of the occurrence of an eczematous sensitization are fraught with difficulty and 
uncertainty. It is felt, however, that if a cosmetic passes seriatim (1) the test for 
primary irritation, (2) the supervised use test, (3) the unsupervised use test, the 
chance of any significant injury arising when the article is used on a large seg- 
ment of the population is materially reduced. Finally, it is pointed out that 
patch tests for this purpose are very inefficient and in this writer's opinion 
practically worthless. 





